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Federal Questions in State 


and Local Food and Drug Laws 


By THOMAS W. CHRISTOPHER 


The Author, Lecturing in The Food Law Institute 
Graduate Program at New York University, Noted 
That the States Have a Considerable Amount of 
Power to Regulate Foods, Drugs and Cosmetics, 
Even When They Have Moved in Interstate Commerce 


HAT are the federal fences around food and drug statutes and 
ordinances by states and municipalities? It is my purpose here 
to deal with two aspects of this important problem in the food and 
drug field, to wit: (1) concurrent federal and state legislation and 
(2) limitations in the federal Constitution as to such state and local 


statutes 


Concurrent Federal and State Legislation 

There are at least two lines of decisions dealing with concurrent 
federal and state statutes. In one, the theory is that when Congress 
acts on a certain aspect of interstate commers e, the intent 1s to appro 
priate the entire field, with no room left for supplementary state 
action, Thus, if the federal law is silent on a small slice of the area 
covered, the theory is that it was intended that this slice be left alone 
even by the states. Some of the early cases dealing with local statutes 


affecting interstate common carriers apply this theory 


261 
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The second line of decisions takes the position that the state may 
legislate in areas in which Congress has acted if there is no conflict 
between the federal and local legislation. State public-health and 
economic-fraud statutes usually are treated under this theory, as can 
be seen by reference to some of the decisions. 

\ good starting point is with the landmark decision in McDermott 
v. Wisconsin,’ decided in 1913. This case involved a state statute 
regarding the labeling of syrup, and on the facts at hand required the 
product to be labeled “glucose flavored with refiners’ syrup.” By the 
Federal Food and Drugs Act of 1906, the same product could be 
labeled “corn syrup with cane flavor.” The result was that, in order 


to comply with the state law, a retailer would have to remove the 


interstate label which met the federal requirements and substitute a 
new one, The Supreme Court held that the Wisconsin act was invalid, 
the primary reason being that enforcement of the federal requirements 
would be greatly hampered by the label being removed prior to the 
retail sale; this new label imposed an unreasonable burden on inter 
state commerce. 


lo require the removal or destruction before the goods are 
evidence which (Congress has by the food and drugs Act 
be examined to determine the compliance or noncompliance 
of the Federal law, is beyond the power ot the State 


The Court also wrote: 
Phe Wisconsin act which permits the sale of articles subject 
tions of interstate commerce only upon condition that they contan 
labels required by the statute is an act in excess of its legitimate px 
The real thinking of the Court is perhaps best given in these words 
To make the provisions of the act effectual, Congress has provided no 
for the seizure of the goods while being actually transported in interst: 


1228 U.S. 115 (1913) 
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merce, but has also provided for such seizure r such transportation and 
while the goods remain “unloaded, unsold, or oO al unbroken packages.” 
The opportunity for mspection en routs may r inadequate The real 
opportunity of government imspection may only when, as in the present 
case, the goods as packed have been removed tro t outside box in which 
they were shipped 

Thus, the decision is a rather limited restriction on state regula 
tion The Court does not Say that the federal government has pre 
empted the field, nor does it say that no state regulation of the label 
would be valid. However, it does indicate that whether or not the 
state required label meets the federal requirements 1s immaterial 
The essential and often-overlooked fulcrum of the holding is that the 
Wisconsin statute fell not because it conflicted with the words of the 
federal law, but rather because it interfered unduly with the enforce 


ment of the federal law. 


The McDermott decision fits into the constitutional pattern only 
when considered along with at least two other decisions, one of which 


was decided a year prior to it 


The first of these is Savage v. Jones,? a 1912 case involving an 
Indiana statute which required that commercial feeds for animals beat 
a tag giving the ingredients, and the analysis of crude fat and crude 
protein; the Federa)] Food and Drugs Act said that this information 
was not necessary for compliance with its requirements. In simple 
language then, the federal Act stated that the information was not 


necessary and the state statute said that it was required Speaking 


through Mr. Justice Hughes, the Supreme Court held the Indiana 


requirement valid. Justice Hughes wrote that while the federal Act 


have this 


stated that the product was not misbranded if it did not 
information, it did not prohibit the information’s being given; the 
federal government, to be sure, had entered this field, but it had not 


covered the particular area, and so the state was free to act 


Thus, a state requirement that a tag be added to the label was 
upheld. This decision is mentioned with approval, even cited, in the 
McDermott opinion 


The second case, decided in 1919, was Corn Products Refining 
( om pany 7 kiddy Like VWcli rmott, it involved syrup of molasses 
The Federal Food and Drugs Act did not require a disclosure of the 


ingredients or proportions on the label of the product; a state statute 


O1 (1912) 
127 (1919) 
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did so require—so we have a state statute adding to the federal require 
ments. The Supreme Court upheld the statute, stating that it did 
not conflict with the federal law, but added to it in an uncovered 
field. This decision, as the opinion states, was in point with that in 
the Savage case 

\ number of other decisions emphasize the principles of these 
three cases. In the Weigle case,* in 1919, a state statute was involved 
which prohibited the selling of foods containing benzoic acid, while 
the Federal Food and Drugs Act did not outlaw this product. The 
plaintiff made fruit products, in New York, containing benzoic acid 
properly and truthfully labeled them; and shipped them to Wisconsin 
The local law applied only to retail sale in single bottles or jars and 


thus, not to the unbroken package as received in interstate commerce 
Mr. Justice Holmes wrote for the Court that the regulation was valid, 


that the product was in intrastate commerce when sold at retail and 
that the state had a legal right to regulate ; he added that there was no 
conflict with federal law in these circumstances. The decision dis 
cussed the limitations of the McDermott doctrine 

In the Armour case® a state statute prohibited the sale of lard 
otherwise than in bulk unless put up in one-, three-, or five-pound 
packages or pails (net weight), or some multiple of these weights 
The defendant, in interstate commerce, sold pails of lard two pounds 
six ounces, net weight, the label being truthful and accurate. The 
Supreme Court upheld the legislation, holding (1) that it did not violate 
the Fourteenth Amendment as to due process or equal protection ; 
(2) that the rule applied to retail sales and not to the packages of 
importation (a point which several decisions stress) and thus (3) that 
it Was not an attempt to regulate interstate commerce, and so did not 
trespass on the federal commerce power. It then ruled that the legis 
lation was not in conflict with the Federal Food and Drugs Act of 1906 


It wrote: 


[The federal] act is directed against the adulteration and misbranding 
of articles of food transported in interstate commerce. The state statute has 
no such purpose; it is directed to the manner of selling at retail, which is in no 
way repugnant to the Federal law , and the operation of that law is in no 
way displaced or interfered with 


In an interesting state decision * involving a city ordinance which 
regulated and licensed the manufacture of cosmetics within the city 


‘Weigle v. Curtice Brothers Company, * Chicago Cosmetic Company v. Chicago 
248 U.S. 285 (1919) 374 lll. 384, 29 N. E. (2d) 495 (1940) 

* Armour & Company v. North Dakota, 
240 U. S. 510 (1916) 
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(covering such matters as sanitation and safety), the court ruled that 
the fact that the state and the federal government dealt with the same 
subject in statutes did not void the city ordinance unless there 


were conflict 


In the face of the foregoing decisions upholding state statutes, one 
may wonder just what, outside of the McDermott situation, would be 
considered to conflict with federal acts \ part of the answer is to be 
found in a controversial decision in 1942 dealing with packing-stock 
and process butter. In this case, Cloverleaf Butter Company v. Patterson,’ 
a federal statute gave the Secretary of Agriculture authority t 
inspect factories producing process or renovated butter, and the prod 
ucts and materials used therein—that is, packing-stock butter. The 
Secretary had no authority to seize the packing-stock butter as such, 
but he could seize the finished product (process or renovated butter) 
An Alabama statute authorized the inspection and cofdemnation of 


packing-stock butter (though in interstate commerce) 


\ divided court (five to four) held the Alabama legislation invalid 
on the ground that it interfered with the federal regulation. The state 
could, the majority held, seize packing-stock butter before it came to 
the manufacturer, and it could regulate the sale of renovated butter 
within the state. But it could not interfere during manufacture, if 
the producer were in interstate commerce, as the federal government 
had moved in here, and state inspection at this point interfered with 
federal discretion regarding ingredients. The Court added, perhaps 
with the Cooley doctrine in mind,* that the process-butter industry 
was a substantial one and not suitable for regulation as to interstate 
commerce by the states. 

Chief Justice Stone, joined by Justices Frankfurter, Murphy and 
Byrnes, dissented on the ground that there was no conflict between 
state and federal laws here. Since the federal government could not 
seize packing-stock butter at this point, there was no reason why the 
state should not do so. The result of the decision, the Chief Tustice 
wrote. was that there was a no man’s zone in which packing-stock 
butter was free of any control 

This dissent seems logical and sound jut it should be pointed 


out that the real basis of the majority opinion lies in the McDermott 


doctrine concerning state interference with federal enforcement. and 


315 U.S. 148 (1942) 
*Cooley v. Board of Wardens, 12 How 
299 (1852) 
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the majority opinion makes it very plain that the state was free to 
regulate on both sides of this narrow no man’s zone; to allow the state 
to barge into the middle of the federal over-all controls would 
create problems. 

In the light of all these decisions involving concurrent legislation 
by states and the federal government, it becomes clear that the states 
have considerable authority to legislate even where Congress has acted 
About the only restrictions shown are that the state legislation must 
not directly conflict with the act of Congress, and the state regulation 
must not materially interfere with the carrying-out of the purpose and 
scope of the federal act, which restrictions, of course, are important 


enough in themselves. 


Limitations in Federal Constitution 


The second aspect of this problem has to do with federal limita- 


tions on state action where there is no concurrent federal legislation 
An example would be a city ordinance requiring that all milk sold in 
the city come from plants inspected by the local health department 
Another would be a state statute prohibiting the sale of a particular product. 

The measuring rods for this type of local statute are the commerce 
clause of the federal Constitution, and the due process and equal 
protection provisions of the Fourteenth Amendment.* There are a 
large number of federal and state decisions, in this area, from which 
a good deal of guidance can be had. The invalid statutes are a 
starting point. 

An early Minnesota statute prohibited the sale, in any city in the 
state, of beef which had not been inspected on the hoof by local inspec 
The Supreme Court struck it down, 
In 1891, 


a Virginia statute requiring inspection of all flour brought into the 


tors within 24 hours of slaughter. 
saying the effect was to ban good meat from other states." 


state for sale was held invalid because flour produced within the state 
was not subject to such inspection.” 

The best-known decision in this area, probably, is the Dean case.’ 
There a city ordinance made it unlawful to sell milk as pasteurized 
unless it had been processed and bottled at an approved pasteurization 


person within its jurisdiction the equal 


*Art. 1, Sec. 8 “The Congress shall 


have power (3) To regulate commerce with 
foreign nations, and among the several 
states ' Fourteenth Amendment 
’ nor shall any State deprive any 
person of life, liberty, or property, with- 
out due process of law; nor deny to any 


protection of the laws.’ 

" Minnesota 1 Barber, 
(1890) 

" Voight v. Wright, 141 U. S. 62 (1891) 

"= Dean Milk Company v. Madison, 340 
U.S. 349 (1951) 


136 U. S. 313 
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plant within five miles of the city. The ordinance was attacked as 
violating the commerce clause and the Fourteenth Amendment. It 
should be noted that there was no conflict with federal legislation 
here; that the purpose of the ordinance was proper, being health or 
sanitation ; and that the subject of the ordinance was within the sphere 


of state regulation 


In a divided decision, the Court held that the ordinance violated 
the commerce clause. The Court stated that the ordinance plainly 
discriminated against interstate commerce and that this cannot be 
done, even to protec t health, if “reasonable nondiscriminatory alterna 
tives, adequate to conserve legitimate local interests, are. available 
The Court stated further that such reasonable alternatives are avail 
able in that the city could charge the actual cost for inspections or it 
could accept the certificates of other agencies, including the United 
States Public Health Service. The dissenting Justices attacked this 
“reasonable alternative’ con epton the ground that it had never before 
been used by the Court in such cases, although it had been used in 
First \mendment cases, and on the additional ground that even by 
this test the ordinance was still valid, since the alternatives sugyested 


by the Court were not “reasonable.” 


This decision makes it plain that the commerce clause limits the 
power of a municipality to restrict the sale of a product such as milk 
even though there is no concurrent federal legislation and even though 
the ordinance is primarily a health measure ne of the questions 
that arises regarding the decision 1s as to the attitude of the Court if 
the city should so act due to the unavailability of qualified inspectors 


Must it then accept one of the suggested alternatives ” 


Two other major decisions which throw light on this general 
problem arose in New York State. Both of them should be read in 
conjunction with the Nebhia® holding that the state may regulate the 
price of milk within its borders. In the first of these, Baldwin v 
Seelig,’* a New York statute provided for the fixing of minimum prices 


to be paid by dealers to producers of milk, and prohibited the sale 


within the state of milk bought outside the state unless the price paid 


to farmers there would equal the New York price Mr. Justice 
Cardozo, speaking for a unanimous Court, wrote that the portion of 
the statute affecting the price paid out-of-state farmers was invalid 

"™ Nebhta v. New York, CCH Trade Regu “CCH Trade Regulation Reports (Supp 


lation Reports (Supp. 1932-1937) £7116 1932-1937) 7311, 294 U. S. 511 (1935) 
291 U. S. 502 (1934) 
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in that it violated the commerce clause. He stated that a state has the 
power to regulate out-of-state milk as to sanitation, but that there is 
not enough connection between sanitation and the price paid farmers 
to justify regulating the price paid in another state. The “original 
package” doctrine, it may be said here, is held not to be material in 
the case. The Justice wrote: 

Neither the power to tax nor the police power may be used by the state 


of destination with the aim and effect of establishing an economic barrier against 
competition with the products of another state 


He also wrote: 


Such a power, if exerted, will set a barrier to traflic between one state and 
another as effective as if customs duties, equal to the price differential, had 
been laid upon the thing transported. 


sut, he added, it would be permissible to require an appropriate 
certificate regarding health and sanitation from out-of-state farmers 

In the second decision, H. P. Hood & Sons, Inc. v. Du Mond, the 
New York commission refused to grant petitioner a license for an 
additional plant in New York on the grounds that the proposed expan 
sion would reduce the supply of milk for local markets and would 
result in destructive competition in a market already adequately 
served, Petitioner distributed milk in Massachusetts, and operated 
three receiving plants in New York for this purpose; his application 
was for permission to set up a fourth receiving plant. A divided Court 
held that the ruling violated the commerce clause, saying that a state 
may not promote its own economic advantages by curtailing the 
volume of interstate commerce, Mr. Justice Black, in his dissent, 
wrote that the holding prevents a state from protecting itself against 
local destructive competitive practices so far as they “are indulged 
in by dealers who ship their milk into other states.” This dissent is 
“must” reading for students in the field, as it contains a comprehensible 
history of the development of the theories of state regulation of inter 
state commerce, as well as a concise statement of the personal views 
of Mr. Justice Black. 

Justice Black favors the original view of Chief Justice Taney ** 
that a state may regulate interstate commerce in any way (so far as 
the commerce clause is concerned), unless the regulation conflicts 
with a federal statute. This view, as Justice Black says, has never 
been adopted by the Court. Rather, the Cooley doctrine has generally 





* 336 U. S. 525 (1949). 
“The License Cases, 5 How. 304 (1847) 
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prevailed. This doctrine, as stated in 1853,"" is as follows: The 
commerce clause forbids the states to regulate commerce under some 
circumstances, but leaves them free to do so under other circum 
stances. The dividing line is laid out along broad lines in the form 
of guides. The commerce clause per se only prohibits state regulation 
of local interstate activities which “are in their nature national, o1 


admit only of one uniform system.” Later on, the Cooley decision 


states that the states are free to regulate where diverse conditions 
incident to different customs, habits and trade practices can best be 
treated and regulated by different regulations “drawn from local 
knowledge and experience, and conformed to local wants.” Thus, the 
Cooley doctrine ts a balancing of interests." 

Turning now to other situations, there are several decisions which 
merit attention. An interesting comparison arises in two 1943 cases 
California and Pennsylvania had statutes regulating the price of milk 
In both states milk was sold by dealers to the federal government 
In one case, California, the state statute was held not to apply—thus 
invalid ; ** in the other, Pennsylvania, the statute was upheld and, thus 
held to apply *” ‘The explanation is that in Pennsylvania the sale was 
consummated in a place subject to state (and not federal) jurisdiction 
while in California the sale and contract took place on federal prop 
erty (an air force base). In the Pennsylvania case, the Court wrote 
that those who contract to supply the federal government are not 
freed of state controls, that the regulation here is on the contractor 
and sale. 

In a state case, a regulation required sellers of milk, as a condition 
of receiving a license to sell in the state, to agree to make available in 
the state 50 per cent of all its milk. The state court ruled that the 


regulation was invalid as not being connected with health.*' 

With the foregoing invalid statutes and regulations in mind, we 
can look now at some of the statutes and regulations which have 
been upheld. 

Ohio prohibited the sale of a food compound of condensed milk 
and cocoanut oil, even though the product was wholesome. The 
United States Supreme Court upheld the validity of this prohibition 


" Cooley v. Board of Wardens, cited at ” Pacific Coast Dairy v. Department of 
footnote 8 Agriculture of California, 318 | S. 275 
"Compare: Di Santo v. Pennsylvanu, (1943) 
273: «U. S. WM (1927), with California 1 » Pennsylvania Dairies v. Milk Control 
Thompson, 313 U. S 109 (1941) Commiasion, 318 U. S. 261 (1943) 
™ Welsh Farms, Inc. v. Bergama, 16 N. J 
Super 295. & Atl. (2d) 631 (1951) 
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under both the Fourteenth Amendment and the commerce clause.” 
Writing for the Court, Mr. Justice Holmes stated: 

The power of the legislature is not to be denied simply because some 
innocent articles or transactions may be fo. d within the proscribed class. The 


inquiry must be whether, considering the end in view, the statute passes the 
bounds of reason and assumes the character of a merely arbitrary fiat 


Dealing with the commerce clause, the Justice wrote that the 
statute here was not aimed at interstate commerce, but that it sought, 
without discrimination, to promote fair dealing. He noted that the 
provision dealt with retail cans of the product, not the original 
packages. 

In 1944, a Kansas statute outlawing “filled” milk was upheld on 
the ground that there were reasonable bases for the state action, 
namely, health and fraud.** 

One of the most significant cases is the Eisenberg decision, decided 
in 1939.24 A Pennsylvania statute, among other things, regulated the 
price to be paid to farmers in the state for milk. The respondent 
bought milk within the state from farmers, put it in tanks and cooled 
it, and then, within 24 hours, shipped it to New York. None of the 
milk was sold by respondent in Pennsylvania. 

With Justices McReynolds and Butler dissenting, the Court up- 
held this regulation, Mr, Justice Roberts writing for the majority. 
The statute applied to all milk in the state. Only about one tenth of 
the state’s milk entered interstate commerce. Using the Cooley doc- 
trine, the Court said that this was a local matter, that it was subject 
to local regulation, and that it did not conflict with federal law. 

To this point, most of the cases noted have dealt with milk, 
but there are some interesting decisions dealing with other products. 
In one, the Supreme Court refused to strike down an Oregon regula 
tion requiring the use of containers of a certain type, form and size 
for strawberries.*® In another, the Court upheld a Maine statute 
requiring, as a condition of sale within the state, cosmetics to be 
registered and a certificate of safety and purity to be secured. The 
decision makes the point that the fact that a product is made in New 
York does not give it immunity as to regulation of local sales in 
Maine.” In 1915, the Court ruled valid a Florida statute prohibiting 


= Hebe Company v. Shaw, 248 U. S. 297 * Pacific States Bor and Basket Company 
(1919) v. White, 296 U. S. 176 (1935) 

= Sage Stores Company v. Kansas, 323 * Bourjois Inc. v. Chapman, 301 U. § 
U. S. 32 (1944) 183 (1937) 


*% Milk Control Board v. Eisenberg Farm 
Products, 306 U. S. 346 (1939) 














FEDERAL QUESTIONS IN STATE AND LOCAL LAWS PAGE 271 


the sale of citrus fruits which were immature or otherwise unfit for 
consumption.” In like manner, back in 1894, the Supreme Court up 
held a state prohibition against colored oleomargarine, saying that 


the statute sought to suppress false pretense and fraud.” 


Conclusion 
In view of all the cases mentioned in this paper, it is clear that 
the states have a considerable amount of power to regulate foods 
drugs and cosmetics, even though they have moved in interstate com 
merce. It would appear that no state or city will be unable to protect 
itself in health matters due to federal limitations.” [The End] 


¢ FDA REPORT FOR MARCH ¢ 


Eighty-five shipments were seized in March for alleged violati 
of the Federal Food, Drug, and Cosmetic Act and the Caustic Poison 
Act, according to the monthly report of the Food and Drug Administra 
tion, United States Department of Health, Education, and Welfare 


ni 


Che report was released on April 25 


The seizures included 233 tons of unht tood Amons the items 
25 tons of shelled peanuts contaminated by rodents im a 


peanuts were stored after shipment, and 48 


s¢ ized were 
tons 


warehouse where the 
of peanuts damaged by rodents and insects but which were destined for 


pressing into oil, One seizure involved more than nine tons of flour 


that had become contaminated by rodents in a railroad car which had 
not been properly cleaned before loading The baking company to 


which it was consigned refused to accept the flour, and the railway 


company reported its condition to FDA 


Other foods seized included 45 tons of decomposed fish and shell 


fish; nearly 30 tons of decomposed or insect-damaged vegetables and 


fruits: 22 tons of insect- or rodent-contaminated spices: and 18 tons of 
I 


decomposed frozen eggs 
i 


ented 


Eleven of the drugs seized were labeled, or otherwise repre 
as cures or successful treatments for conditions ranging from irritability 
and lack of “vim and vigor” to such serious afflictions as paralyti 
stroke and cancer, claims which the government charwed to be false 
and misleading. Two others were below the composition claimed d 


an antibiotic requiring certification, which was repacked wit! 


one Was 
out such certification or the required labeling 


4 29 per cent hydrochloric acid cleaner was seized because it did 


not bear the word “poison” in the size of type required by the Caustic 


Poison Act 


* Sligh wv. Kirkwood, 237 U. S. 52 (1915) * It should be noted that where there is 
*™Plumley v. Massachusetts, 155 U. S a concurrent federal statute, the state 
461 (1894) statute is still subject to the tests given 
under Limitations in Federal Constitu 

tion,”’ above 














Federal Drug Laws 


In This Paper, Read at the March 30, 1955 Conference on the Food 
and Drug Law, Sponsored by the University of Miami (Florida) in 
Cooperation with The Food Law Institute, the Author Discusses the 
Way in Which the Laws Have Been Accommodated to Scientific Changes 


LTHOUGH there is no separate body of law named “Federal Drug 
Law,” there exists today a great volume of statutes designed to 
meet the special problems arising out of the production and marketing 
of drugs, and of court decisions interpreting these statutes. It is in 
reference to these statutes and decisions that the term “federal drug 
law” will be used, and this paper will outline the development and 
scope of those laws. 
Florida is a logical forum for a discussion of the federal drug law 
It was one of the first states to enact the uniform narcotics drugs act,' 
and has an excellent record in the enforcement of that statute.* Florida 
was one of the first nine states * to enact the uniform state food, drug 
and cosmetic bill. Florida statutes relating to adulteration date back 
to the days when Florida was still a territory. Though most state 
statutes pertaining to the licensure of pharmacists and the operation 
of retail drug establishments are antiquated and in need of revision 
Florida has a modern statute based upon the American Pharmaceutical 
Association’s model uniform act. Florida has an excellent laboratory 


*Uniform Laws Annotated, Vol. 9A, p lation and Its Further Protective Exten 
183 sion,”" 10 Food Drug Cosmetic Lau 
See Anslinger, ““The Federal Narcotic Journal 133, 138 (March, 1955)) 
Laws.’ 6 Food Drug Cosmetic Law Jour- *Chapter 500, Florida Statutes, 1953 


nal 743, 748 (October, 1951), where the CCH Food Drug Cosmetic Law Reports 
Commissioner recommended that the states 34.301 and following, enacted as Ch 
set up narcotic-law-enforcement bureaus 19656, Laws of 1939. 

to cope with local problems as had been *Endorsed by the Association of Food 
done in California, Pennsylvania and Flor- and Drug Officials of the United States 
ida. In a speech delivered on January 27 For text of this bill, see CCH Food Drug 
of this year, he reported that only six states Cosmetic Law Reports § 25,101 and follow 
have established narcotic-law-enforcement ing 

agencies (Anslinger, ‘‘Nafcotic-Drug Legis- 
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and stafi to aid in the enforcement of its food, drug and cosmetic law 


The food-law program at the University of Miami was one of the first 
of such programs to be instituted in the colleges of law. The Univer 
sity of Florida's College of Pharmacy ranks as one of the leading 
institutions of its kind in the country. A concomitant fact is that aver 
age annual sales per drugstore are higher in Florida than in any othe 


stat These tacts more than justify the jurisdiction of this form 
The federal drug law deserves attention for three reason 


First, drug laws constitute an increasingly larger and more impor 


tant part of our law. Statutes regulating the drug industry would, 1 


collected, occupy a number of volumes. Court decisions interpreting 


these statutes would oce upy a number of others Drugs have become 


our most regulated class of products 


Second, these laws have developed a unique administrative system 
Agencies charged with their administration are more than mere “regu 
lators,”” and have become valuable consultants to the industry with which 
they deal. If delays were encountered in the introduction of drug products 
the result would be more than mere inconvenience and financial loss to the 
manufacturer. It would mean a needless loss of life or useless suffering 
Since superregulation could lead to such delays, the agencies have generally 
endeavored to combat tendencies in this direction. They are staffed with 
competent personnel conversant with the problems and high standards of 
the pharmaceutical industry. Their advice is usually sound and respected 


by the industry. They maintain an open-door policy. Though they are 
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firm in the enforcement of the law, they show no favoritism. They are 
subject to no political party or partisan creed. I believe that you will all 
agree that statutes that produce such unusual bureaucrats deserve attention. 


Third, this field of law belies the doctrine that law lags far behind the 
sciences and that our “antiquated” legal institutions are not adaptable to the 
problems arising in the complicated society that science has produced. Of 
course, it is true that laws have not been enacted or amended with each 
advance in science. I am not too sure, however, that statutes have failed 
to be enacted upon a showing of need arising from such advances. 
With each development in the drug field, new statutes were created 
when a need for statutory changes was demonstrated. Courts have 
modified existing legal concepts to accommodate these statutes. There- 
fore, the federal drug law provides a perfect example of changes in 
legal concepts and institutions to accommodate scientific advance- 
ments. It also indicates techniques by which legal institutions may 
be accommodated to social progress.° 


I would like now to trace the development of our federal drug law. 


Prior to the turn of the century, our pharmaceutical industry 
engaged principally in making those items that were a bother for the 
retail pharmacists to make—extracts, pills, tinctures, etc. The emphasis 
was upon “pharmaceutical elegance” rather than upon the development 
of new and better drugs. In those days the big problem of the industry 
and of pharmacists and physicians was the lack of uniformity among 
drug products marketed under identical names. To meet this problem, 
the United States Pharmacopoeia was established in 1820° and the 
American Pharmaceutical Association was founded in 1852. 


During the 1800's, scientific literature and sound research began 
to develop in the fields of bacteriology, pharmacy, pharmacology and 
medicine. However, until the turn of the century few really important 
strides had been made in the drug field. Most manufacturers were 
content to depend upon advertising rather than upon inherent value in 
selling their wares. Weird combinations of ingredients, nicknamed 
“shotgun remedies,” dominated the market. Marketed under secret 


* See Dunn, ‘Some Observations on the Law Journal 69 (February, 1953); Sonne- 
Food and Drug Law.” 8 Food Drug Coa- decker and Urdang, ‘‘Legalization of Drug 
metic Law Journal 39 (January, 1953); Standards Under State Laws in the United 
Dunn, “Our Food and Drug Law, with States of America,’’ 8 Food Drug Cosmetic 
Some Observations on Its Major Statute,"’ Law Journal 741 (December, 1953); Ur- 
9 Food Drug Cosmetic Law Journal 383 dang and Sonnedecker, ‘‘Authoritative Eng- 
(July, 1954) lish-Langvage Drug Compendia Supple- 

*See Urdang “The Development of menting Pharmacopoeias,’" 8 Food Drug 
Pharmacopoelas,"" 8 Food Drug Cosmet Cosmetic Law Journal 485 (August, 1953). 
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formulae, their identity was concealed. Claims made for them were 
usually incapable of being substantiated. It was in this climate that 


demands grew for governmental control.’ 


The states first recognized the problem, and enacted statutes deal 
ing with adulteration and misbranding of drug products. Certainly 
a public that wanted to believe in products promoted for the relief of 
suffering deserved protection, and honest manufacturers desiring to 
compete in an honest market deserved encouragement. However 
state statutes varied so widely that it was almost impossible to comply 
with all of them even by diligent effort.*| Even cooperation among 
state food and drug officials failed to answer the problems resulting 
from this lack of uniformity. This, along with constitutional obstacles 
in regulating interstate trade, suggested the obvious and only answer 
namely, federal regulation. After some 190 bills, over a course of about 


50 years, had been introduced and rejected by Congress, Congress 


became convinced of the need for further regulation, and the Federal 
Food and Drugs Act of 1906" was finally enacted.” It was signed 


by President Theodore Roosevelt, and became law on January 1, 1907 


This statute corrected many abuses in the marketing of drug prod 
ucts. However, the Supreme Court narrowed its effectiveness by 
holding that the statutory prohibition of false and misleading labeling 
did not outlaw false or misleading therapeutic claims, but only referred 
to claims regarding strength, quality and purity.'' Congress then amended 
the statute to include therapeutic, as well as identity, claims within the 
prohibition when such claims were “false and fraudulent.” '* The 
fraud joker made the prohibition almost as weak as it had been before 
the amendment. For instance, it took over ten years for the govern 
ment to force one manufacturer of a turpentine liniment to cease label 
ing it as a cure for tuberculosis, diabetes, peritonitis, cancer and a host 


of other diseases."* In another case, with practically the same facts 


the government failed completely, and one of the jurors Was so tmpre ssed 


*’See Smith and Herrick, Drug Research Suitable State Legislation 1 Food Drug 
and Development, Ch l Herrick, Drug Coametic Law Quarterly 186 ‘(June 1949) 
Products, Vol. 1, Ch 1; Stormont The Miller Uniform Food Laws 6 Food 
Evolution of Rational Therapeutics 1 Drug Cosmetic Law Journal (December 
Food Drug Coemetic Law Journal 435 1951) 

(September, 1949) ' 34 Stat. 768 (1906) 

*Nonuniformity among state food and “For a mor complete history of this 
drug statutes continues to present a prob leg'siation, see Dunn, Federal Food, Drug 
lem. See Prentice. ‘“‘The Food Industries and Coametic Act (1938) 

Need Uniform Food Laws."' 4 Food Drug 'U. 8. vw. Johnson, 221 U. S. 488 (1911) 
Coametic Law Quarterly 302 (December 37 Stat. 416 (1912) 

1949); Depew State Food Standards,”’ 4 "Wilson, Food and Drug Regulation, 
Food Drug Cosmetic Law Quarterly 375 Vol. 1, p. 33 

(September, 1949); Johannes, “‘Need For 
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with the promoter of this worthless concoction that he placed an 


order for some."* 


During this time, a new threat to public health arose in the form 
of an increase in narcotic addiction. It had been early recognized that 
the narcotic problem was essentially an international one. As early 
as 1853, the United States had, by treaty with the King of Bangkok, 
Siam, declared opium to be contraband. Treaties with China in 1880 
and with Korea in 1882 contained agreements on the part of the 
United States to prohibit its citizens from engaging in opium traffic. 
Pursuant to these treaties, Congress passed a statute, in 1887, for 
bidding American citizens from engaging in such traffic in the ports 
of China. In 1911, President Roosevelt, recognizing the widespread 
use of narcotics in this country, took the lead in arranging a conference 
among delegates of a number of countries. The result was the Hague 
Convention of 1912 which pledged the contracting powers to limit the 
sale and use of morphine and cocaine, and their salts, to medical and 
legitimate purposes and gradually to suppress the manufacture, sale 
and use of prepared opium.'® Pursuant to this treaty, Congress enacted 
our basic narcotic law, now called the Harrison Anti-Narcotic Act,’* 
in December, 1914 


This statute controls narcotic manufacture, importation, use and 
sale by a series of taxes. As was inevitable, several cases contested 
the constitutionality of the act on the ground that it is not really a tax 
measure and that it indirectly invades the police powers of the states 
However, the Supreme Court has consistently held that the statute ts 
primarily a taxing measure and has upheld its validity as a proper 


exercise of Congress’ constitutional authority to lay and collect taxes 


m8 ! 
ane 


By its terms, taxes are levied upon each package of narcotics 
upon each person manufacturing, importing, selling at wholesale or 


retail, or prescribing or dispensing such products.’® Narcotics may be 


obtained by registered persons who have paid the tax.*° Possession 


in unstamped packages is a crime.*' Exceptions are made in the case 


of some preparations of low narcotic content, in the case of narcotics 


" Wilson, work cited, at p. 8&2 "UU. 8. vw. Doremus, 249 U. S. 86 (1919) 
“For a more extensive review of this U. 8. vw. Wong Sing, 260 U. S. 18 (1922) 
development, see Prosser, “‘The Narcotic Alston v. U. 8., 274 U. S. 289 (1927); U.S 
Problem,’' 1 U. C. L. A. Law Review 405 v. Sanchez, 340 U. S. 42 (1950) 
158, and following (1954); Christopher and ™ Internal Revenue Code Sec. 4701 (1954) 
Dunn. Special Federal Food and Drug ” Internal Revenue Code Sec. 4712 (1954) 
Laws Annotated, Chs. 20, 22 *Internal Revenue Code Secs 4705, 
“Internal Revenue Code Secs. 4701-4775 4$723-4724(c) 
7237-7238 (1954); Internal Revenue Code “ Internal Revenue Code Sec. 4724(c) 
of 1939, Secs. 2550-2565, 3220-3228 
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delivered by or upon the prescription of a physician for legitimate 
medical purposes, and in the case of narcotics obtained by govern 
mental authorities.** Monthly accountings are demanded from whole 
salers and manufacturers.” Retailers, physicians and institutions 


must submit annual inventories. 


Supplementary narcotic legislation was enacted as needs developed 


the Narcotic Drug Import and Export Act,** the Opium Poppy Con 
trol Act of 1942 *° and the Marihuana Tax Act of 1937." 


Functions of Burcau of Narcotics 


The Bureau of Narcotics, in spite of limited funds, has done an 
efficient and praiseworthy job, gaining the respect of all who are 
familiar with its work. Even more, it has assured an adequate supply 
of narcotics for legitimate medicinal needs and has cooperated closely 
with drug manufacturers and distributors in aiding their compliance 
with these laws. Recognizing that illicit narcotic trade initiates and 
is carried to conclusion outside of ethical drug channels, the bureau has 
concentrated its police activities outside of the drug industry and has 
employed a more supervisory approach in the legitimate drug field 
Physicians, pharmacists and members of the drug industry have a deep 
respect for the spirit, as well as the letter, of this law. Compliance by 
them has become a matter of course. 

No one can claim, however, that these statutes have eliminated 
the narcotic problem. In recent years, the use of narcotics by juveniles 
has received great attention. A recent study of the relevant informa 
tion dealing with this problem stated: 


Probably the only accurate conclusion that can be extracted from this 
miscellaneous information is that there has been some increase, of an indetermin 
able extent, in juvenile use and addiction since World War II; that in some 
areas the increase has been spectacular; and that it has not been uniform over 
the country The spread of juvenile addiction has been exagwerated, but the 


menace does exist, and must be checked. There is no room for complacency.’ 
It is the duty of every citizen, and particularly of lawyers and 
members of the drug industry, to oppose changes which might weaken 
the effectiveness of agencies charged with narcotic enforcement. Such 
proposals are made-—-some with the best of intention, others without 
good intent. To illustrate, proposals have recently been made to trans 
fer the Narcotics Division of the United Nations from New York t 
=Internal Revenue Code Sec. 4724(c) *56 Stat. 1048 (1942), 21 USC Sec. 188 
* Internal Revenue Code Sec. 4732 (1954) (1946) 
* 35 Stat. 614 (1909), as amended, 21 USC “Internal Revenue Code of 1939, Secs 


Secs. 171 and following (1954) 2590-2603, 3230-323 
Prosser, work cited. at p. 45! 
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Geneva and to transfer the United States Bureau of Narcotics from 
the Treasury Department to the Justice Department 


The Geneva transfer proposal arose out of the following facts 
In recent years, stories of widespread narcotic traffic, sanctioned by 
the Communist Red China Government, have shocked the American 
public. It has been reported that Chou En Lai complained to Clement 
Atlee of the widespread claims that Red China was engaging in illicit 
heroin traffic. Despite convincing proof of these charges,** Chou En Lai 
denied such illicit traffic. Following Atlee’s return, a representative 
of the United Kingdom moved to transfer the United Nations Narcotics 
Division to Geneva.” The reasons behind the motion were obvious 
The United States press is too close at hand and its reports of narcoti 
trafhe by Red China are hurting the chances of the Communist regime 
in obtaining admission to the United Nations. Europe, being less 
friendly toward effective control of narcotics, would accordingly be 
less diligent in exposing these activities by the Chinese Communists. 
It must be remembered that England, the Netherlands, and France 
all had opium monopolies in their colonies prior to World War II 
Such a transfer would, therefore, not only mean the end to effective 
work by the United Nations Narcotics Division; it would provide aid 


and comfort in these corrupt activities by Communist China 


The other transfer (of the United States Bureau of Narcotics to 
the Justice Department)” was not founded upon improper motives 
However, its effects should be carefully considered. There are a num 
ber of good reasons why such a transfer should not be made. Since 
our narcotics officials must work closely with imports, the bureau 
should maintain close relationships with the Bureau of Customs and 
the Secretary of the Treasury. One of the principal duties of the 
bureau is to assure an adequate supply of narcotics, and encourage 
their distribution in legitimate channels. Since the Department of 


Justice is essentially an enforcement organization, it is not well equipped 


for the medical aspects of supervising ethical narcotic distribution. 
The many technical activities carried out by the Bureau of Narcotics 
can be more effectively performed by a regulatory agency than by a 


police agency. Any change which would hinder legitimate medical 


™ See Congressional Record, January 14 ” See Victor-Riesel, ‘‘Shift Opium Control 
1955, p. 277 to Europe? No!" Cincinnati Hnquirer, 
* See remarks of Representative Ford in December 6, 1954 
the January 11. 1955 issue of the Con- " Part of the proposed Omnibus Nar 
gressional Record cotics Control Act of 1955, reported in the 
Congressional Record, January 11, 1955 
pp. 274 and following 
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use and availability of narcotics would not be in the public interest.” 
Since there seemed to be nothing really to be gained by this transfer 
that could not be obtained by providing more adequate funds for the 
bureau, the principal sponsors of the transfer have now changed their 


minds in regard to it, 


The narcotic statutes were not the only--or even perhaps the 
major—development in the field of drug law during the first half of 
this century. By World War I, a new group of drug products had 
been developed—synthetic coal-tar antiseptics, arsphenamine, synthetic 
analgesics, anesthetics and antitoxins. Scientific advances in diagnos 


tics and therapeutics had led to demands for specific remedies for 


specific diseases. The shotgun remedy fell into disrepute. The publi 


was warned of the false claims made by a disreputable fringe in the 
industry. The American Medical Association alerted its members 
to the threat and created its council on pharmacy and chemistry to 
appraise the value of drug products.** That a fresh approach was 
needed in the regulation of drug marketing cannot be denied. Finally 
a disaster in which approximately 100 persons lost their lives from the 
use of an inadequately evaluated drug product dramatized the need 
for new legislation.“ The result was the enactment of the Federal 
Food, Drug, and Cosmetic Act of 1938,"° signed by President Franklin 
Roosevelt in June of that year. The effects of this legislation are not 
even now fully appreciated 

The scheme of the legislation, as it relates to drugs, is as follows 
This statute, unlike the Harrison Act, is based upon the power of 
Congress to regulate interstate commerce. Four types of provisions 


are used in relation to drugs: (1) prohibitions of adulteration “ and 


of misbranding ;** (2) the requirement that new drugs be adequately 
tested before being placed on the market and that data relating to the 
preparation and testing of such drugs be submitted to the Department 
of Health, Education, and Welfare; (3) the requirement that each 


batch of insulin ” and of certain antibiotics *° be certified by the Secre 


* See resolution in opposition to this Sec. 5O1, 52 Stat. 1049 (1938), 21 USC 
transfer by the Executive Committee of the Sec. 351 (1946) 
American Drug Manufacturers’ Association Sec. 502, 52 Stat. 1050 (1938), 21 US¢ 
dated February 21, 1975 Sec. 352 (1946). and Sec. SOG(b). 52 Stat 
"See Smith and Herrick, work cited 1052 (19328) as amended. 65 Stat 645 
‘See Herrick, New Drugs, Appendix A (1951). 21 USC Sec. %53(b) (Supp., 1952) 
Nelson Development of New Drugs.”’ 5 “Sec, 505. 52 Stat. 1052 (1938). 21 USC 
Food Drug Coametic Law Journal 238, 244 Sec. 355 (1946) 
(May, 1950) *Sec 506. 55 Stat. 851 (1941), 21 USé 
"52 Stat. 1040 (1938), as amended. 21 Ser. 256 (1946) 
USC Secs. 301 and following (1946) * Sec 507 59 Stat 463 (1945) 
amended 
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tary of the Department of Health, Education, and Welfare prior to 
their release in commerce; and (4) the requirement that certain drugs 
be restricted to sale upon prescription, and that a statement of that 


restriction be placed upon the label." 


Under the adulteration provisions, proper sanitation is demanded, 
contamination is prohibited (no matter how slight the extent), and 
the product must possess the strength, quality and purity that it pur 
ports to possess. Articles marketed under names recognized in the 
United States Pharmacopoeia or the National Formulary must con 


form to the specifications set forth in those compendia 


Under the misbranding provisions, certain required information ts 
demanded upon the package and accompanying printed matter, and 
certain other statements (such as those that are false or misleading) 
are prohibited. Labeling may be misleading not only by affirmative 
statements made upon it, but also by its failure to tell the whole truth 
when less than the whole truth would create a false or misleading 
impression.** Among required label information is the name of the 
person responsible for the product, the quantity of contents, an in 
gredient legend, adequate directions and warnings, and. storage 
precautions, 

The new-drug requirements have been the most far-reaching in 
their effect upon drug research and development, for they affirmatively 
require sound clinical evaluation of every new drug and of every 
change in the formulation of old drugs. This is carried out adminis 
tratively as follows: The manufacturer makes an application setting 
forth the labeling for the drug, a description of its composition and 
the reports issued by its evaluators regarding its safety under the 
conditions stated in the labeling. If the Department of Health, Edu 
cation, and Welfare considers those reports sufficient to establish its 


safety, the application will be allowed to become effective. If not, the 


Secretary of the Department may suggest further evaluation or changes 


in labeling or he may simply refuse to permit the application to become 
effective. Such a refusal must be made within a designated period of 
time which may not be extended beyond 180 days from the date the 
application was filed. Such refusal is reviewable in the district courts 
Once an application becomes effective, no changes may be made in 
the formulation, manufacturing or labeling of the drug without supple 
mental application. 


“Sec. 503(b), as amended, 65 Stat. 648 " Sec. 201(n), 52 Stat. 1041, 21 USC Sec 
(1951), 21 USC Sec. 353(b) (Supp., 1952) 321(n) (1946) 
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Control over insulin and certain antibiotics 1s even more extensive 
There the laboratories of the Food and Drug Administration check the 
analytical results of the manufacturer of the product. However, since 
most manufacturers maintain higher standards than are demanded by 
the regulations, few batches are ever refused certification, and admin 
istrative decertification, in accordance with the terms of the Act, ts 


overdue.* 


Application of Prescription Restriction 


The prescription-only restriction is applicable to products that 
have a potential for harmful effect if used other than under the super 
vision of a qualified practitioner. The manufacturer initially makes 
this determination. In the case of new drugs, the manufacturer's 
determination would be subject to review first by the Secretary of the 
Department of Health, Education, and Welfare and then by the courts 
If the product is then marketed under a prescription restriction and 
the manufacturer later believes that such restriction is no longer 
needed, he may file a supplemental application setting forth this chang 
and the clinical data upon which it is based. Under a recent regula 
tion,** “any interested person” may petition for such a change regarding 
any drug product restricted to prescription dispensing by its new-druy 
application. If the petition is granted, after publication in the Federal 
Register, the retailer of such product may, by adding adequate dire¢ 
tions for use and any required warning statements, sell the product 
over the counter without a prescription. The product would be restricted 
to prescription dispensing unless such directions and warnings were 


added to the other required label statements 


Thus, the basic policy of the new-drug and prescription restriction 
requirements is to permit the manufacturer to operate with a maximum 
of independence under defined statutory criteria. Nevertheless, with 
less-capable administrators, the degree of control set forth under this 
statute might have resulted in harassment of the industry, and a result 
ant decrease in drug research and development. That such has not 
been the result is evidenced by the vast number of new products that 
are introduced each year. The statute merely codifies the best accepted 
practices among pharmaceutical manufacturers. Therefore, the salutary 
effect has been that manufacturers may conduct their affairs according 
to their own high standards, confident that in doing so they will not be 

* See Gerden, ‘A Further Review of the “19 Federal Register 7347, effective De 


Antibiotic Law,"" 9 Food Drug Coametic cember 13. 1954 
Law Journal 710, 715 (December, 1954) 





MAY, 1955 


PAGE 282 FOOD DRUG COSMETIC LAW JOURNAL 


forced to compete with others who would market drug products with 
less care than that demanded by the statute. 

Other statutes, of more limited applicability, regulate various 
aspects of the drug industry. The Wheeler-Lea 
Federal Trade Commission Act prohibits false or misleading advertis 


Amendment * to the 
ing of drug products. Since advertising may, at times, constitute 
labeling,” the Federal Trade Commission Act frequently applies to the 
same set of facts that may constitute a violation of the Food, Drug, 
and Cosmetic Act. 
might exist has been narrowed by agreement between the agencies 
The Virus, Serum and 
the 
relating to animal products 


However, the resulting duplication of efforts that 


responsible for enforcement of the statutes. 
Act of 1944" 


Serum, and Toxin Act of 


relating to human products—and Virus, 


1913" 


Toxin 
are 


licensing statutes and, in addition, prescribe labeling and manufacturing 
requirements, The Federal Caustic Poison Act,” administered by the 
Department of Health, Education, and Welfare, affects the labeling 


of drugs that contain certain caustics enumerated in the statute. The 
Federal Insecticide, Fungicide, and Rodenticide Act of 1947 * replaced 
the Insecticide Act of 1910 and, in doing so, made bacteriacides—except 
those to kill bacteria on or in man or other living animals 
to that statute. Drugs marketed for disinfectant purposes are, there 
fore, subject to the Insecticide, Fungicide, and Rodenticide Act as well 
The postal laws and regula 


subject 


as the Food, Drug, and Cosmetic Act. 
tions *' have been used to prevent the mails from being used in the 
marketing of worthless nostrums and to prevent the mailing of poisons 
and other noxious substances. 


The result is that drug products, from their conception to their 
consumption, are more regulated than any other class of products. 
Such is the story of the way that Congress has reacted to the need 
for proper statutory guidance. 

Few would argue with the conclusion that these statutes, given a 
generally liberal construction by the courts, have added impetus to 
endeavors by pharmaceutical manufacturers to market new and better 





“52 Stat. 111, as amended, 64 Stat. 21 ” 44 Stat. 1406 (1927), 15 USC Secs. 401 


(1950), 15 USC Secs. 44 and following 
«(Supp., 1952) 

“See for example, Alberty Food Prod- 
ucts Company v. U. 8., 185 F. (2d) 321 
(CA-9, 1950). 

“58 Stat. 702 (1944), 
and following (1952) 

“37 Stat. 832 (1913), 
and following (1952) 


42 USC Secs. 262 
21 USC Secs. 151 


and following (1952). 

“61 Stat. 163 (1947), 7 
(1952). 

" 62 Stat. 768 (1948), as amended, 18 USC 
Secs. 1461 and following (1952): 39 CFR 
Secs. 36.2, 43.40, 117.2 (1949); 62 Stat. 781 
(1948), as amended, 18 USC Sec. 1716 
(1952): 39 CFR Secs. 35.13 and following, 
35.17 and following (1949) 


USC Sec. 135 
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drug products.** Sound research and careful control procedures have 
brought forth an amazing parade of great medicinal contributions 
In appraising these statutes, let us look to what they have helped to 


bring about. 


Change in Drug Picture Since 1938 


\t least 75 per cent of the prescriptions written today are for drugs 
that didn’t even exist at the time the Food, Drug, and Cosmetic Act 
was enacted. The first great advances after the statute were new sulfa 
derivatives, more specific and less toxic than the ones previously 
known. Then pene illin, the first of the antibiotics, opened a new field 
of research that led to the discovery of streptomycin, first really etfe 
tive drug for use in treatment of tuberculosis, and the broad-spectrum 
antibiotics, with their wide range of usefulness in combating a host of 
disease-causing organisms. The antihistamines bring relief to those 
suffering from allergies, and even from the common cold. Cortisone 
ACTH and hydrocortisone have carved out entirely new areas in medi 
cine, bringing relief to the millions of arthritis and rheumatism patients 


and proving of value in the treatment of a variety of conditions 


Look at what has happened within the past year. The gigantic 
clinical evaluation of the Salk polio-vaccine tests should be enough 
for any one year, but there's plenty more. The fact that mental illness 
can be reduced through the use of drugs was demonstrated by reserpine 
and by chlorpromazine. Reserpine, an alkaloid obtained from an old 
Indian drug, has been found to be useful in treating hypertensive 
patients; chlorpromazine quiets manic-depressives and victims of melan 
cholia. New combinations of antibiotics and new combinations of 
antibiotics with hormones proved effective against a number of condi 


tions against which previous treatment had failed. The dreaded nausea 


It is improbable. moreover, that the implemented and directed the course of 
Congress, despite its long wrang!ing over this development And finally the courts 
the provisions, grasped the full implica after a history of apathy toward therapeu 
tions of the statute it finally enacted in tic claims, have reversed themselve to 
1938. Certain! it could not anticipate the impose on the promoter of a drug product 
impetus the law would give to drug a stern and solemn obligation and respon 
therapy: and it is doubtful that it foresaw sibilit that can only be satisfied by the 
that compliance with the new require most careful surveillance over, and know! 
ments of the Act virtually compels the edge of, the article he sponsors and urges 
manufacturer and distributor of a drug for the prevention, treatment, diagnosis. or 
whether it be ‘ethfral’ in nature or a pro cure of disease conditions Smith and 
prietary—to apply the principles of rational Herrick, work cited, at p. 5 jut sec 
therapeutics to his product if he is not Hoge Major Drug Law Problem."' 6 Food 
through inadvertency or otherwise, to find Drug Coametic Law Journal 943 (Decem 
himself violating the law The strict and ber. 1951). and Clutter Federal Control! 
unflinching enforcement policy of the Food A Problem in the Drug Industry 6 


and Drug Administration in carrying out Food Drug Coametic Law Journal 996 (De 
its mandate under the statute has further cember, 1951) 
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and vomiting of pregnancy was controlled through the use of a com 
bination of Bonamine (meclizine) and pyridoxine. The farmer found 
that he could put extra pounds on his animals for less money by using 
antibiotic feeds and, as a consequence, over one fourth of antibiotic 
sales in 1954 were made in the form of animal-feed supplements 
Diseases that once wiped out complete herds and flocks were con 
trolled or prevented with antibiotics. Antibiotics, particularly Agri 
mycin, a combination of oxytetracycline and streptomycin, was found 
to be useful in controlling or preventing a number of plant diseases, 


including tomato and pepper diseases in Florida 


Regulation No Deterrent to Research 


| think that you can see that, in spite of the vast regulation to 
which this industry is subject, pharmaceutical research and develop 
ment has not been stultified. Research expenditures by the drug 
industry have grown from-less than $10 million to more than $100 
million in less than ten years. The industry does not fear its regulation 
by yovernment, but it does respect it It knows that both itself and 
the public have gained from the high standards it maintains. Lawyers, 
too, should be proud of the way by which the law has been accommodated 
to the changes science has wrought, and the way that legal institutions 
have been helpful in bringing about the best that is in this dynamic 


[The End] 


industry 


FOODS—AMISREPRESENTATION, PRICE DISCRIMINATION, 
EXCLUSIVE DEALING 


Spaghetti .. . A company selling spaghetti is prohibited from ad 
vertising that its spaghetti and macaroni provide more ane 
fewer calories than other foods with which they are compared 
the claim is true. (Released April 29, 1955.) 


Ice cream cones... A manutacturer of tice cream cones 1s charged 
with restraining competition in the sale of rolled sugar cones throug! 
illegal price discrimination. The complaint charges that in certain areas 


where the competitor also operates, the firm sells these cones for a speci 
fic price Outside this area, where the competitor does not sell, the 


price is allegedly higher. (Issued April 6, 1955; released April 20, 1955.) 


Beverage syrup .. . A manufacturer of a beverage syrup is prohibited 
from injuring the market tor a competitor's products and from restaining 
competition in the sale of beverage syrup Phe manufacturer has agreed 
to refrain from buying stocks of competitive syrups from retailers and 
wholesalers, and selling these stocks at prices below the cost or below 
the prices charged by the competitors for these same products. ( Released 
April 11, 1955.) —CCH Trape Recutation Reports § 25,452; 25,428 ; 25,417 














The Right to Judicial Review: 


AN ANALYSIS 
OF SECTION 701(f(1) 





By JAMES R. BAIRD, JR. 


This Is a Research Study Written by a 1953-1954 Fel 
low in FLi's Program of Graduate Instruction in Food 
and Drug Law at the New York University Law Schoo! 


| TNDER SECTION 701(f)(1)' of the Federal Food, Drug, and 


Cosmetic Act*® the right to seek review of an administrative 


regulation promulgated under the Act is limited to persons “adversely 
affected” where there is “a case of actual controversy Che present 
paper will discuss the question of who has standing under this section 
to seek review,’ and just how restrictive the limiting phrases are, in 


light of the recent decision of the Second Circuit in Keade v. Ewing, 


where it was held that anv consumer may be able to obtain review 


‘I he problem has assumed yreater sig? ificance because at the 


recently enacted Hale bill,” which provides for a simplification of the 

standard-making procedure under Section 401 By its terms only a 

person “adversely affected” may object to a proposed standard and 

require a public hearing on the issues involved. If the phrase “ad 
'52 Stat. 1055 (1938), 21 USC Sec. 371(f) cases would probably be applicable to any 

(1) (1946) case of judicial review arising inder Se« 
752 Stat 1040 (1938). as amended, 21 TOL(f OL) 

USC Secs. 301 and following (1946), here rhe only reported decision not arising 

inafter referred to as the Act under Sec 101 is Washington State Apple 
‘All except one of the reported deci Advertising Commiasion + Federal Becur 

sions have dealt with the review of regula ity Administrator, 1546 F. (2d) 589 (CCA4 

tions establishing a definition and standard 1946). which dealt with Se« W6ia), 52 

of identity promulgated under former Sec Stat. 149 21 USC Sex 46ia) (1946) 

oe 52 Stat. 1046 (1938), 21 USC Sec. 341 *CCH Food Drug Cosmetic Law Reports 

(1946). now revised by the Hale bill (Pub € 7261. 205 F. (24) 630 (CA-2. 1953) 

L. 335, 83d Cong., 2d Sess. (1954)). There- 7 ‘ yy ‘ : mab 

fore the discussion will necessarily be Pub. L. 335, 83d Cong 24 Sess. (1954) 

limited to a consideration of these hold *52 Stat. 1046 (193%). 21 USC Se HI 
ings However, the principles of these (1946) 


IRS 
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versely affected” is construed here as it has been under Section 701 
(f)(1), and if the Reade decision is to be given full effect, the simplifica 
tion of the standard-making procedure hoped for by the proponents 
of the Hale bill may not be realized. A person, for example, whose 
real interest 1s as an ingredient supplier, but who is not “adversely 


affected” in that capacity, could claim an adverse effect as a consumer 
and obtain a public hearing. This would again open the standard 
making hearings to fights which are perhaps best settled in the com 
petitive market, an evil which the Hale bill is at least in part designed 


to correct.’ 


Section 701(f)(1) 
This leads to an analysis of Section 701(f)(1), which says, in part: 


In a case of actual controversy as to the validity of any order under sub 
section (e), any person who will be adversely affected by such order if placed in 
effect may at any time prior to the ninetieth day after such order is issued file a 
petition with the Circuit Court of Appeals of the United States for the circuit 
wherein such person resides or has his principal place of business, for a judicial 
review of such order* 

For the purposes of the present discussion, there are two 
important phrases in this section. The first, “a case of actual contro 
versy,” is the legislative recognition’ of the constitutional require 
ment '’ of a “case” or “controversy” which is necessary before a federal 
court may assume jurisdiction. The second, “any person who will 
be adversely affected,” is similar to the language commonly found in 
other statutes which set out the jurisdictional requirements for obtain 
ing judicial review of administrative orders. 


Reade Case 
In the Keade case, the petitioner was a merchant of fish liver oils, 
a natural source of vitamin A. The Federal Security Administrator," 


' This illustration does not mean that an sections of this Act 401 40314) $04(a), 
ingredient supplier may not have a legiti- 406(a) and (b) 501(b) 52d) 502th) 
mate complaint In the past, however 54. and 604.’ 
some hearings have been unnecessarily The Hale bill eliminates Sec. 401 from 
prolonged because an ingredient supplier this list, but provides for judicial review 
has protested certain labeling require- under Sec. 701(f)(1) 
ments or the inclusion of a competing *H. Rept. 2139, 75th Cong 98 Sen 
product in the standard solely because of (1938), as reported in Dunn. Federal 
the threat of increased competition which Food, Drug, and Cosmetic Act (1938), p 
would result to his own product. It is sub- 825 
mitted that the standard-making hearings : 4 ‘ 
should not be used as such an economic _ United States Constitution, Art. III, 
battleground Sec. 2 

* ‘Subsection (e) means Sec. 7O0l‘e) "The functions of the Administrator 
52 Stat. 1055 (1938), 21 USC Sec. 37l(e) are now administered by the Depart- 
(1946), which provides for public hear- ment of Health, Education, and Welfare 
ings to be held upon any “proposal to (Reorganization Plan No. 1 of 1953. 67 
issue, amend, or repeal any regulation Stat. 18, 5 USCA Sec. 623 (Supp.. May, 
contemplated by any of the following 1953) 
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after hearings, promulgated a regulation amending the definition and 
standard of identity for oleomargarine, allowing the optional vitamin 
A content to be supplied by synthetic, as well as natural, sources 
without indicating on the label which source was used. The petitioner 
sought review of the order as a producer and as a consumer, alleging 
that he was “adversely affected” in both capacities and that the order 
was not supported by sufficient evidence. As a consumer, the adverse 
effect claimed was that synthetic vitamin A had not been proven safe 


for human consumption. 


The court said that it “need not consider whethes the 
allegations of petitioner's interest as a producer sufhce to meet the 
jurisdictional requirements,” since they are met by the allegations 
of interest as a consumer. Having established the petitioner's stand 
ing, the court held for the Administrator on the merits, finding 
substantial evidence to support the regulation 


The reasoning of the court in finding the requisite jurisdictional 
standing under Section 701(f)(1) ts significant. The allegation that 
the order violated the Act was said to have established “a case of 
actual controversy,” and the asserted consumer interest constituted 
the petitioner a person “adversely affected.” Relying on his own deci 
sion in Associated Industries of New York State, Inc. v. Ickes,"* Judge 
Frank said that since Congress could authorize the Attorney General 
to bring a suit to restrain a federal officer from exceeding his statutory 
powers, which would constitute a constitutional “case” or “contro 
versy,” Congress could create a class of “private \ttorney Generals” 
to “vindicate the right of the United States against its wrongdoing 
officer.” ** Such a class was held to have been created here—a class 


composed of persons “adversely affected” by an administrative order 


\ number of questions are raised by the Keade case, including: 

(1) Who may be considered to be “adversely affected”? 

(2) Under the Reade case, what allegations are sufficient to show 
an adverse effect? 

(3) Has the constitutional requirement of a “case” or “contro 
versy” actually been met? 

(4) Must a petitioner have exhausted his administrative remedies 


before seeking review? 


"Case cited at footnote 4, p. 631 Trade Regulation Reports (Supp. 1941-1943) 
"CCH Trade Regulation Reports (Supp f 52,986, 320 U. S. 707 (1943) 

1941-1943) { 52,899, 134 F. (2d) 694 (CCA-2 “ Case cited at footnote 4. p. 632 

1943), vacated as moot and remanded, CCH 
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(5) Since every man, woman and child in the United States 1s 
an actual or potential consumer, will the Keade decision open the door 
to multitudinous suits which would hamstring the administrative 
process ? 

(6) As a possible solution to the last question, would a decision 


in one circuit be final in that or another circuit ? 


Legislative History of Section 701(f)(1) 


There was, perhaps, no more controversial issue involved in the 
legislative debate on the Copeland bill than the proposals concerning 
judicial review of regulations. When the Copeland bill was first intro 
duced in the Senate in 1933,'° there were no provisions for judicial 
review. The following year, when the second draft * was introduced, 
a section was added which provided for the issuance of an injunction 
by the district courts to restrain the enforcement of unreasonable or 
unlawful regulations if it were shown that “substantial damage” would 
result to the petitioner. The section remained substantially the same 
through the next two drafts’? and was submitted to the House. The 
House eliminated the section entirely, explaining that such a provision 
was without precedent and, furthermore, was unnecessary because the 
same Objectives could be obtained from the Declaratory Judgments 
Act."* 

In 1938 the House amendment” to the bill introduced Section 
7O1(f)(1) in its present form, except that review was to be before 
the district courts. In the report accompanying the amendment, it 
was said: 

The committee amendment is silent as to any limitations on the court in 
holding invalid the order of the Secretary. The court is thus left free to exercise 
its right of review to the full extent that it may constitutionally do so. (Italics 
supplied.) 

After extensive debate as to the advisability of judicial review, 
a conference between the two houses was proposed, and the bill as 


reported out of conference **”Gontained Section 701(f)(1) in its final 


form. The report said: “The type of judicial review provided in the 


agreement is as broad as the Constitution permits .. . .” ” 


"S. 1944, 73d Cong., Ist Sess. (1933) “H. Rept. 2139, 75th Cong., 3d Sess 
“ $2000, 73d Cong., 2d Sess. (1934) (1938) 
"S. 2800, 73d Cong., 2d Sess. (1934);_S ” Dunn, work cited, p. 826 
74th Cong,, Ist Sess. (1935) “° ™*H. Rept. 2716, 75th Cong 34 Sess 
“HH. Rept. 2755, 74th ‘Cong., 2@ Sess (1938). 

(1936) = Dunn, work cited, p. 995 
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The legislative history illustrates two important things. The fact 
that review was finally vested in the circuit courts seems to indicate 
that Congress was aware of the overwhelming number of suits which 
could be brought if the district courts had jurisdiction. The quoted 
excerpts illustrate the Congressional intent to make the scope of re 
view as extensive as constitutionally possible. Any attempt to interpret 
Section 701(f)(1) should be made with this manifest Congressional 


intent in mind 


Right to Review: Jurisdictional Requirements 


\side from the Keade decision, the courts in interpreting Section 


701(f)(1) have delineated three main classes where the petitioners 
have been held to have standing to obtain judicial review. The first 
class consists of producers of articles which have been standardized 
under Section 401 * of the Act.** The second group is composed of 
producers of foods which are in direct competition with a standardized 
article,*” while the last group consists of producers of ingredients 


which have been omitted from the standard.’ 


The courts have also established three classes where the peti 
tioners have been held not to have standing. The obvious case is that 
where the subject matter of the regulation does not apply to the 
petitioner although he erroneously thinks it does.”” In such a situation, 
the regulation does not “affect” the petitioner, adversely or otherwise 
The second class includes cases where the producer of an ingredient 
which has been permitted as optional in a standardized food seeks 
review solely because his product is not required to be called by its 
specific name on the label of the standardized article.” The final 
class is that of cases where a producer of an optional ingredient objects 


to the inclusion of a competing product in the standard.”® 


52 Stat. 1046 (1938), 21 USC Sec. Ml Land O'Lakes Creameries. Inc wo Mi 
(1946) Nutt, 132 F. (2d) 653 (CCA-® 19423) 

*Twin City Milk Producers Association A. KE. Staley Manufacturing 
v. McNutt, 122 F. (2d) 564 (CCA-8, 1941) v. Secretary of Agriculture, 120 F. (2d) 258 
and 123 F. (2d) 396 (CCA-8, 1941); Quaker (CCA-7, 1941); Atlas Powder Company + 
Vats Company v. Federal Security Admin Ewing, CCH Food Drug Cosmetic Law Re 
isfrator., 129 F (2d) 76 (CCA-T), rev'd, 318 ports © 7247, 201 F. (2d) 347 (CA-3 1952) 
S. 218 (1943); Columbia Cheese Com cert. den., 3445 U. S. 923 (1953) 
pany t McNutt, 137 F. (2d) 576 (CCA-2 
1943), cert. den., 321 U. 8S. T77 (1944) 
Willapoint Oysters, Inc. v. Ewing, 174 F Be American Lecithin Company v. McNutt 
(2d) 676 (CA-9, 1949), cert. den., 338 U. S 155 F. (2d) 784 (CCA-2, 1946), cert. den 
860 (1949): Cream Wipt Food Products $29 U. S. 763 (1946) 
Company v. Federal Security Administra- United States Cane Sugar Refiners’ As 
tor, CCH Food Drug Cosmetic Law Re sociation 1 McNutt, 138 F. (2d) 116 
ports © 7198, 187 F. (2d) 789 (CA-3 1951) (CCA-2, 1943) 


Company 


Case cited at footnote 3 





PAGE 290 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1955 


Two decisions in this field merit special attention: 


In Land O'Lakes Creameries, Inc. v. McNutt,®® the petitioners were 
butter producers who objected to the inclusion of certain optional 


ingredients in the definition and standard of identity for oleomargarine 
because, they alleged, these ingredients were included solely to make 
the product appear like butter. In holding that the petitioners had 
standing under Section 701(f)(1), the court said: 


It is the respondent’s opinion that Congress intended that the right to review 
of such an order as the one under consideration should be confined to persons 
directly affected by the order, namely, the members of the industry concerned, 
consumers directly affected, and possibly suppliers of ingredients which were 
excluded by the standard set up.” (Italics supplied.) 

Similar language is found in United States Cane Sugar Ke finers’ 
Association v. McNutt: 

The respondent, though defending his order on the merits as well, first 
contends that the petition to review must be dismissed on the ground that the 
petitioners brought it not as consumers ™ (Italics supplied.) 


It would seem that the arguments by the government in the 
Land O'Lakes and Cane Sugar cases returned to haunt it * in the Keade 
decision. 

In the Cane Sugar case, the petitioners represented the manufac 
turers of cane sugar. They objected to the standard for certain canned 
fruits because the Administration allowed the use of dextrose and 
corn syrup in addition to sucrose without the necessity of a label 
disclosure as to which of these packing media was used. The court 
dismissed the petition, finding that the petitioners were not “adversely 
affected” by the possibility of increased competition. The court cited 
Associated Industries of New York State, Inc. v. Ickes,’ saying: 

The reasoning which led to that conclusion would, we think, apply as well 


to a petition to review in accordance with §701(f)(1) of the statute here 
a 


involved 

It is interesting to note that the Associated Industries case was one 
of the main bases for the Reade decision. 

The question may be asked whether Reade v. Ewing wipes out the 
careful distinction which has been made by the courts in setting out 
the various classes of petitioners as outlined above. At first blush, 
it seems that all an ingredient supplier has to do in order to escape 
the effects of the Cane Sugar decision is to allege that he, as a con 





* Cited at footnote 25 

" Case cited at footnote 25, p. 657 

™ Cited at footnote 29. 

* Case cited at footnote 29, p. 119. 

“See Christopher, ‘Significant Com- 
ments,"" 8 Food Drug Cosmetic Law J/our- 
nal 600, 608 (September, 1953) 


* Cited at footnote 13. This case is dis- 
cussed below 
“Case cited at footnote 29, p. 119 





ANALYSIS OF SECTION 7O1(£)(1) PAGE 291 
sumer, will be adversely affected.*’ However, there are certain limita 
tions to this easy road to review. In the first place, any consumer 
seeking review must allege an adverse effect upon him as a consumer 
It may be argued that anything which would affect a manufacturer 
or supplier would ultimately affect the consumer and, therefore, this 
is not a valid limitation. The proponents of such a view say that even 
increased competition to an ingredient supplier would to some extent 
be reflected in the pocketbook of the consumer, and he is thus “ad 
versely affected.” 

In answer, it must be noted that the Keade decision did not go this 
far. The adverse effect there was the possible harmful effects of syn 
thetic vitamin A—a health question which would directly concern a 
consumer, Since an ingredient supplier himself is not “adversely 
affected” within the meaning of Section 701(f)(1) by the remote 
possibility of increased competition,” how can it logically be argued 
that the much more remote effect on a consumer would enable him 


to raise the issue ? 


The second limitation, as laid down by the Reade case, is that the 
allegations of adverse effect must not be “frivolous.”” This would seem 
to go further than the previously established requirement that the 
claimed adverse effect must be more than speculative,*’ but its exact 
meaning is not too clear. Perhaps if a petition were brought solely to 


harass or delay the Administration, a court would find the limiting 


frivolity. It is clear, however, from the Reade decision that a possibl 


danger to health is not frivolous 


In the government's brief in the Reade case, it was claimed that 
the Administrator “represents the consumer in the full protection of 
his interest,” so a consumer has no need or right to obtain review 
One writer has answered this argument by saying that such a proposi 
tion is one “which may often be, at best, a pious fiction in these 
cases.” *° It may also be pointed out that after having promulgated 


a regulation, the Administrator could hardly be expected to seek 


“One of the principal reasons for the vitiated, since the suppliers will no longer 
insistence of ingredient suppliers on judi- need to resort to judicial review to estab 
cial review is that under the former Sec lish their interests 
401. now revised by the Hale bill, such a See case cited at footnote 29 
party wus unable to instigate proceedings 
to change a standard, but had to wait until 
the FDA or the members of the industry 
ot the standardized product requested ” Schwartz Administrative Law in the 
them The Hale bill changes this. giving 1953 Annual Survey of American Law, 2 
the ingredient suppliers a direct right New York University Law Review 101. 115 
Perhaps now the effects of the Cane Sugar (1954) In this article. the author dis 
and similar decisions will largely be cusses and approves the Reade decisio 


See case cited at footnote 2% | (6 
case cited at footnote 29. pp. 120-121 
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judicial review of it, and possibly only an adversely affected consumer 
would be in a position, or have enough interest, to do so. 


Analogous Decisions 


Judicial review of administrative rulings or regulations has been 
sought in a number of fields. In two important cases involving the 
Federal Communications Commission, both of which were relied on in 
the Reade decision, the Supreme Court found that petitioners who 
objected to the granting of a license to a rival station had standing to 
obtain review under Section 402(b)(2) of the Communications Act."' 
In one of the cases, Scripps-//oward Radio, Inc. v. kederal Communica 
tions Commission,” despite a vigorous dissent by Mr. Justice Douglas, 
the majority opinion by Mr. Justice Frankfurter said 

$y §402(b)(2) Congress gave the right of appeal to persons “aggrieved 


or whose interests are adversely affected” by the Commission action But 


these private litigants have standing only as representatives ot the publi 


interest.” 


In the earlier case of Federal Communications Commission v. Sanders 
Brothers Radio Station,“ the court used similar language 

Congress had some purpose in enacting §402(b)(2). It may have been ot 
the opinion that one likely to be financially injured by the issue of a licens 
would be the only person having sufficient interest to bring to the attention of 
the appellate court errors of law in the action of the Commission in granting the 
license. It is within the power of Congress to confer such standing to prosecute 
in appeal ~ 

The analogy between these two cases and the Keade decision 
seems clear: Congress may appoint a group of private persons to act 
“as representatives of the public interest” and may confer upon them 
standing to challenge administrative orders. Such a class may be 
composed of persons “aggrieved” or “adversely affected.” Financial 
injury due to increased competition is enough of an adverse effect 
to constitute the person so affected a member of the class. Of course 
the financial injury which was sufficient in the Federal Communica 
tions Commission cases is not the same as the possible danger to health 
in the Reade case, but who can argue that a possible financial injury 
is more of an adverse effect than a possible injury to health’ 


There have been a number of Supreme Court decisions concerning 
the Interstate Commerce Commission and other administrative 


“48 Stat. 1093 (1934), 47 USCA Sec “ Case cited at footnote 44, p. 477 

402(b)(2) (Supp.. 1953) “See, for example, Edward Hines Trus- 
“ 316 U. S. 4 (1942) teeae v. U. 8., 3 VU. S. 137 (1923): L 
“Case cited at footnote 42, p. 14 Singer @ Sons v. Union Pacific Railroad 
“309 U. S. 470 (1940) Company, 311 U. S. 295 (1940) 
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agencies *’ where it has been held that a person threatened with 
increased competition does not have standing to appeal from an admin 
istrative order. However, since there is no “person aggrieved” or 
“adversely affected” statute involved in these cases, they are easily 
distinguishable from the present situation and are not controlling 
here. The same answer can be given to the Interstate Commerce 
Commission cases where the Supreme Court has held that a litigant 


48 


may not complain of a grievance which is not his own 


\ decision which merits special attention, mainly because it was 
strongly relied on in the Reade case, is Associated Industries of New 
York State, Inc. v. Ickes.” In that case, the Bituminous Coal Commis 
sion had fixed the price of coal in the New York area. The petitionet 
a corporation composed of industrial and commercial firms which were 
substantial consumers of coal, challenged the order and sought review 
under Section 6(b) of the Bituminous Coal Act.®® The statute allowed 
review in the circuit court by “any person aggrieved by an ordet 
issued by the Commission in a proceeding to which such person is a 
party.” The government argued that “person aggrieved” meant only 


those parties who would otherwise have standing to sue, and that the 


petitioner had no such standing since there was no private interest 


of a “recognized” character which was protectable at common law or 
by statute and, therefore, no “justiciable controversy” existed, The 
court, through Judge Frank, who also wrote the opinion in the Read 
case, relied on the Sanders Brothers and Scripps-Howard cases, and 
found that it was within the power of Congress—and that Congres 
had exercised that power here—to authorize a designated group of 
nonofficial persons to “vindicate the public interest.” It was in this 
case that Judge Frank formulated his “private Attorney General 
theory. In meeting the constitutional requirement of a “case” or “con 
troversy,” the court pointed out that if Congress had authorized a 
federal official such as the Attorney General to bring a proceeding to 
prevent another official from acting beyond his statutory powers 
there would be a controversy, and by the same reasoning there is a 
controversy when Congress authorizes a certain class of private per 
sons to proceed in the same manner 

“See, for example. Tennessee Electric Pacific Railway Company. 218 | Ss 
Power Company v. Tennessee Valley Au (1910); Sprunt @ Sons v. U. 8., WI U.S 
thority, 306 U. S. 118 (1939) (TVA); 249 (1930) 
Alabama Power Company v. Ickes, CCH *” Cited at footnote 13 
Trade Regulation Reports (Supp., 8th Ed.) “SO Stat. 72, 85 (1937), 15 USCA Se« 
* 25.083, 302 U. S. 464 (1938) (PWA) 836(b) (Supp., 1938), expired 57 Stat. 84 


*“ See. for example. Interstate Commerce (1943) 
Commission wv. Chicago, Rock Island, 4 ‘Case cited at footnote 13, p. 704 
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The Associated Industries case was cited with approval and fol- 
lowed by the Circuit Court for the District of Columbia in National 
Coal Association v. Federal Power Commission,”® where coal mine owners 
and operators, a union of mine workers and a railroad labor union 
all were held to have standing to seek review of an order of the Fed 
eral Power Commission permitting the construction of a natural-gas 
pipeline to the atomic energy plant at Oak Ridge, Tennessee. The 
circuit court there distinguished the Cane Sugar ** case by saying 

That case merely emphasizes the importance of the requirement that, to 


qualify as a person “adversely affected” by an administrative order, a petitioner 
must show that such order results in direct and immediate injury to him.” 


Constitutional Question 


Any discussion of the constitutional requirement of a “case” or 


“controversy” must begin with the classic cases of Massachusetts 7 
Mellon ® and Muskrat v. U.S. In Massachusetts v. Mellon, the Supreme 
Court held that a taxpayer, as such, was without standing to challenge 
the enforceability of an appropriation statute. The Court pointed out 
that such matters are “of public and not of individual concern.” ©’ The 
Court said that for a party to invoke the power to review and annul 
acts of Congress he must show that: 

. he has sustained or is immediately in danger of sustaining some direct injury 
as the result of its enforcement, and not merely that he suffers in some indefinite 
way in common with people generally.” 

The dangers of multitudinous suits which could result from a 
contra decision were also noted by the Court. 

Since there are at least as many consumers as taxpayers and the 
dangers of multitudinous suits would seem to be correspondingly as 
great, and since a consumer is also affected “in common with people 
generally,” this decision would seem to militate against the Reade 
case. However, an important distinction can be drawn between the 
two: The Court in Massachusetts v. Mellon was not faced with a statu 
tory authorization allowing suit. The Court did not hold that it was 
beyond the power of Congress to authorize taxpayer suits, and the 
subsequent decisions in the Sanders Brothers and Scrip ps-Howard cases 
where such a statute was upheld would seem to answer any objection 


on this point. 


"191 F. (2d) 462 (CA of D. C., 1951) “219 U. S. 346 (1911) 

“ See discussion of case, above " Case cited at footnote 55, p. 487 
“Case cited at footnote 52, p. 465 *” Case cited at footnote 55, p. 488 
* 262 U. S. 447 (1923). 





ANALYSIS OF SECTION 701(f)(1) PAGE 295 


A stronger constitutional argument against the Heade decision 
can be based on the Muskrat case. In that case, Congress had author 
ized a certain class, namely Cherokee Indians, to challenge the con- 
stitutional validity of acts allotting the lands of the Cherokee Nation 
The Court, holding that no justiciable “case” or “controversy” was 
presented since the statute required the Court to act in a nonjudicial 
character, said: 

[The mere] attempt to obtain a judicial declaration of the validity of the 


act of Congress is not presented in a “case” or “controversy,” to which, under 


the Constitution of the United States, the judicial power alone extends.” 

The objections raised by this case can be answered by the argu 
ment of Judge Frank in the Associated Industries and Reade cases 
Since a suit to restrain an official from exceeding his statutory 
authority could be maintained by a public official, it can be maintained 
by a class of private persons so designated by Congress. In both situ 
ations a “case” or “controversy” is presented. The arguments in the 
Sanders Brothers and Scripps-Howard cases which have been outlined 
above can also be used to exclude the Muskrat decision from the pres 
ent problem. 

It may be noted that the Supreme Court has upheld the so-called 
qui tam actions whereby a private party is allowed by statute to bring 
suit in his own name and in the name of the United States to recover 
a penalty imposed by the statute. In UU. S. ex rel. Marcus v. Hess,” 
which involved such an action, the Court stated: 

Congress has power to choose this method to protect the government from 


burdens fraudulently imposed on it; to nullify the criminal statute because of 


dislike of the independent informer sections would be to exercise a veto power 


which is not ours.” 


The Marcus case is important in that it illustrates that the 
Supreme Court recognizes the power of Congress to authorize a pri 
vate person to bring suit in the name of, and for the benefit of, the 
United States. A slight extension of this doctrine would appear to 
vindicate the reasoning of Judge Frank in the Reade decision 

From the above analysis, it would seem that the constitutional 
requirement of a “case” or “controversy” has been met when a con 
sumer is allowed to challenge an administrative regulation 


In the government's brief in the Reade case, it was urged that the 


petitioner had not “exhausted his administrative remedies” and. there 


~ © Case cited at footnote 56 p. “ Case cited at footnote 60, p. 42 
317 U. S. 537 (1942) 
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fore, was not in a position to seek judicial review of the Administra- 
tor’s order, The rule requiring the “exhaustion of administrative 
remedies” before seeking judicial review of an administrative order is 
well established,** However, the question remains as to what would, 
in a specific case, be the necessary “exhaustion.” 


Exhaustion of Administrative Remedies 


Many of the statutes establishing the powers and procedures of 
administrative agencies contain express provisions requiring some 
sort of “exhaustion.” ** When the parties seeking review fail to meet 
these requirements, the cases deny court review.** Since the Federal 
Food, Drug, and Cosmetic Act does not contain such a provision, 
these cases would not be controlling in the situation under analysis 
here. 

Red River Broadcasting Company v. Federal Communications Com- 
mission,”° however, dealt with an appeal from an administrative order 
where there were no statutory requirements of exhaustion, The Cir 
cuit Court for the District of Columbia held that the appellant was 
not entitled to judicial review of an order of the FCC, since there was 
at least one administrative remedy available, and he had failed to 
utilize it. The court listed four possible administrative remedies 
(1) intervention at the hearing, (2) petition for continuance or exten- 
sion of time, (3) petition for hearing and (4) application for rehearing 
by (a) a party to the hearing or (b) a nonparty if his interests are 
“adversely affected” and if made within 20 days after the effective 
date of the order.” 

Remedy 4b was available to the appellant. His argument that 
even if he had sought rehearing it would have been denied was not 
accepted by the court, since any party seeking review must make the 
effort as a condition to maintaining an appeal. 

In the Red River case, the statute required that formal notice of 
the administrative hearing be given to the appellant. The FCC failed 


@ See, tor example, Myers v. Bethlehem Board, 318 U. S. 253 (1943); Mallory Coal 
Corporation, 303 U. 8S. 51 (1938); Macauley Company v. National Bituminous Coal 
vw. Waterman Steamship Corporation, 327 Commission, CCH Trade Regulation Re- 
U.S. 540 (1946) ports (Supp., 8th Ed.) { 25,155, 99 F. (2d) 

“ See, for example, National Labor Rela- 399 (CA of D. C., 1938) 
tions Act, Sec. 10(e), 49 Stat. 453 (1935), “98 F. (2d) 282 (CA of D. C.), cert. den., 
29 USC Sec. 160(e) (1946); National Bitu- 305 U. S. 625 (1938) 
minous Coal Act, Sec. 6(b), 5O Stat. 72, “Both of the latter requirements are 
85 (1937), 15 USCA Sec. 836(b) (Supp., provided for in the statute (48 Stat. 1095 
1938), expired 57 Stat. 84 (1943). 47 USCA Sec. 405 (Supp., 1937)) 

“See, for example, Marshali Field & 

Company wv. National Labor Relations 
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to follow this statutory procedure. Without deciding the point, the 
court said that if the requisite notice had been given and if the appel 
lant had then failed to appear at the hearing, he might have been 


barred from judicial review. 


\lthough the petitioner in the Reade case failed to appear at the 
hearings and filed his petition for review without making any attempt 
to present his view to the Administrator, subsequently he did request 
the Administrator to reopen the record so as to receive additional 
evidence on the safety and biologi al effects of the synthetic Vitamin 
The request was denied, Also, the petitioner relied on the appearance 
at the hearings of a trade association with interests similar to his 
own, but he did not allege that he was a member of this group 
Whether either or both of these facts would constitute an exhaustion 
of administrative remedies was not answered by the court. The court 
failed to discuss the “exhaustion” problem at all. However, the court 
in deciding the issues or the merits, considered the record as if it did 
contain the evidence which was proffered and refused. From this, it 
may be inferred that the request and denial for a reopening of the 
hearing was considered by the court to have been enough to constitute 


the required exhaustion of administrative remedies 


\lthough the question of notice was left open in the Red River 


case, the court said that the appellant might have been denied judicial 
review if he had failed to appear at the FCC hearings after having 
received formal notice. This dicta should not be applied to FDA 
hearings, because the only notice required under the Act is notice by 
publication, Although such notice is legally sufficient, practically, an 
interested party (such as a consumer) could easily be unaware of the 
hearings and thus would be denied judicial review if the dicta were 
applied contra to the broad review provisions of Section 701(f)(1) 
and Congressional intent. 

Therefore it would seem that any consumer seeking review in the 
future should make some attempt to present his facts to the Secretary, 
at least to the extent of requesting that the record be reopened, This 
would satisfy the Reade case, and should be a sufficient exhaustion 


of administrative remedies 
Finality 
The danger of multitudinous suits which would harass and 


hamper the standard-making procedure has been pointed out as a 
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possible result of the Reade decision. The proponents of this view say 
that there are 160 million potential petitioners, any or all of whom 
could delay the enforcement of regulations designed to protect the 
public. There are a number of possible answers to such a view. In 
the first place, it is hardly to be assumed that any large number of the 
consuming public would be sufficiently interested to take legal action 
in such cases. It has been stated that: 

The possibility of consumers taking advantage of this in such numbers as 
to hamper the standard-setting procedure seems too remote a threat to justify 
denying them standing.” 

That Congress was aware of the hampering possibilities of multi- 
tudinous suits is evidenced by the legislative history, which shows 
that the judicial review power was first planned to be given to the 
district courts, but was instead entrusted to the circuit courts of 


appeal so as to limit the possible number of suits. This was felt to be 


a sufficient safeguard against multitudinous suits. 

In the Associated Industries case," the same “horrendous possibil 
ity” of numerous suits was raised. The court answered: There is a 
limited time for review, There are only 11 courts where review can 
be sought, and under similar review statutes which give the court 
exclusive jurisdiction to affirm, modify or set aside such orders, no 
other court will entertain a review at the same time. A decision in 
one circuit would be, at least, stare decisis in that circuit. If two cit 
cuits give conflicting decisions, the Supreme Court will usually grant 
certiorari, This line of reasoning would clearly appear to be applicable 
to the present discussion. Also, since the Reade case held that the 
allegations must not be “frivolous,” there are only a limited number 
of legitimate issues which could be raised, and the chances are good 
that these would all be raised and decided in the first review case to 
reach the courts. 

Another limiting factor is the practical one of the expense of 
maintaining an appeal. This was illustrated in Atlas Powder Company 
v. Ewing. Review actions were begun in both the Third and the 
Kighth Circuits. Research Laboratories, one of the petitioners, ob 
tained a stay in the Eighth Circuit pending the Third Circuit decision 
After the Third Circuit decided for the government, Research Labora 
tories succeeded in having the Eighth Circuit stay vacated. They 

" “Developments in the Law The Fed- * Cited at footnote 13 


eral Food, Drug, and Cosmetic Act,"’ 67 
Harvard Law Review 632, 669 (1954) 
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didn’t want to invest in the expensive printing of the record on the 
gamble that the Eighth Circuit would give a favorable decision 

Another possible solution is seen in the Reade case itself. If we 
follow Judge Frank's “private Attorney General” theory to its logical 
conclusion we are faced with a “class suit” situation wherein the party 
seeking review does so as a “representative of the public interest.” 
If this is true, then the decision in one circuit would bind all other 
members of the class in all other circuits under the well-established 
rules of res judicata as applied in actions involving a matter of publi 
right or interest.” 

Thus, it would seem that on one or another theory the number of 
suits could be controlled so as to prevent undue interference with 


administrative action, and at the same time allow a person with a 


legitimate complaint “his day in court 


Conclusion 

The basic purpose of the Federal Food, Drug, and Cosmetic Act 
is to protect the consumer in his health and in his pocketbook, That 
the consumer should have some direct part in the enforcement of the 
Act appears self-evident, since often he may be the only party who is 
completely aware of a danger. Congress intended that judicial review 
be as broad as constitutionally possible The Reade decision, there 
fore, seems only to be carrying out this manifested intent. This 
paper has attempted to answer at least some of the objections, both 

legal and practical, which have been raised against the decision 
The problems of the Hale bill are still unanswered. The legisla 
tion was designed to simplify the standard-making procedure unde 
Section 401 by allowing “any interested person” to initiate the proce 
dure and by restricting a formal hearing to instances where a proposed 
regulation is objectionable to a person “adversely affected.” Whether 
the Hale bill, which was proposed before the Keade decision was 
handed down, can fulfill its purposes of reducing the expenditure of 
time and money remains to be seen, However, the distinctions and 
interpretations of the term “adversely affected” under Section 
* See annotations in 20 A. L. R. 1133 and acting in the public interest, avaivt a 
64 A. L. R. 1262. and cases cited therein public corporaion or its legal represen‘a 
See also Mcintosh v. Pittsburg, 112 F. 705 tive, relative to a matter of public con 
(DC Pa., 1901). In 30 Am. Jur. 9392, it cern. is a bar to subsecuent actions by 
was said It may be well to notice the other individual partics or reistors acting 
general rule that a judgment upon the in the same capacity to effect the same 


merits in favor of the defendant in an result 
action of an individual plaintiff or relator 
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701(f)(1) should be applicable to the new Section 401. Perhaps the 


Reade decision will tend to keep the Hale bill from being as effective 


as was hoped for by its proponents, but its major benefits will prob 


ably still be realized because of the ease with which a regulation now 
can be promulgated or amended. 


The dangers and “horrendous possibilities” which have been 
claimed to be inherent in the Reade decision are probably more 
imagined than real. It is felt that the decision is sound legally, admin 
istratively and socially. [The End] 





FEDERAL TRADE COMMISSION REVISES 
RULES OF PRACTICE 


The Federal Trade Commission has revised and amended its rules 
of practice and policy statement. The subject matter of the rules and 
statement has been divided into three parts—general procedures, rule 
making procedures, and rules of practice for adjudicative proceedings 
The amended and revised rules (CCH Trape ReGcutation Reports 
{ 8851-8853) became effective May 21, 1955. 


The consent-order rule has been revised to provide that consent 
order negotiations do not become a part of the record until final Com 
mission approval has been obtained The rule relating to complaints 
has been revised to specify with more particularity the contents of each 
complaint by the Commission. Similarly, in the rule on answers, the 
steps available to respondents have been more clearly outlined. The 
admissions rule has been revised to correspond more nearly with pro- 
cedures applicable in federal district courts. Another rule change au 
thorizes the Commission’s hearing examiner to permit intervention by 
interested parties, which permission was formerly granted only by the 
Commission 


Another change in the adjudicative rules concerns amendments and 
supplementary pleadings. The new rule provides that amendments rea 
sonably within the scope of the original complaint can be acted upon 
by the hearing examiner presiding over the reception of evidence 


Provisions concerned with the filing procedure and content require 
ments for initial decisions have been further amended An amendment 
to the section describing appeals from initial decisions requires that 
appeal briefs shall be filed within 30 days after the service of the initial 
decision upon the party appealing 








The Significance of Progress 


in Food Protection to Agriculture 


By FRANK A. VORHES, JR. 


The Author, Who Is Chief of the Division of Food, Food and Drug 
Administration, Presented This Lecture Before the United States 
Department of Agriculture Graduate School, on February 16, 1955 


5 lpers TERM “food protection” may not be overly specific, Con 
ceivably, it could refer to protection of growing crops by use of 
pesticides ; to food packaging methods or storage facilities; or to food 
preservation processes It could even refer to the kind of protection 
needed by, say, a watermelon-patch owner in a neighborhood of small 
boys. I have some first-hand knowledge of that particular problem 

but I long ago classified it as “restricted, in the interest of security of 


small boys - 


The connotation | here propose to give the term “food protection 
is in reference to accomplishment of regulatory measures directed 
toward fostering safety and wholesomeness in food, and honest repre 
sentation of food commodities. Often, these measures are characterized 
by the phrase “in the interest of consumers.” Of course they are—but 
they are by no means exclusively so. If you had happened to have 
observed from the program that I represent the Food and Drug Ad 
ministration, you would perhaps have suspected that | might under 
take to associate agricultural welfare with food law enforcement 
In that case you may be here largely out of curiosity——as to what one 
might say favorable to food law enforcement as an aid to agriculture 
for | would not deny that the immediate impact of a specific instance 
of food regulation may sometimes pose added problems rather than 
provide solution to problems already facing the ayriculturalist. In 


the broader view, however, I think it can be demonstrated that food 


301 





PAGE 302 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1955 


regulation has a significant value to agriculture—a value akin, in some 
respects, to fire-and-theft-prevention measures. 


The Federal Food, Drug, and Cosmetic Act is, of course, a promi 
nent instrument of food protection—in the sense I intend. It is by no 
means the only such instrument, nor is it our only “pure food law,” 
despite its popular appellation. To name others, there are the Meat 
Inspection Act and the Agricultural Marketing Act, both administered 
within the Department of Agriculture, and statutes under jurisdiction 
of the Federal Trade Commission. All are forceful tools of food prote: 
tion. To these, add parallel activities by and within the states, and 
by counties and municipalities. Finally, prominent recognition should 
be given nongovernmental self-regulation by agriculture and by the 
food industry in general. It is of all such as these, and their joint 
influence, that I speak in postulating that organized regulation of food 
production, processing and distribution is of significant benefit to 
agriculture, 

Early Problems, Early Controls 


Food sophistication, mishandling and misrepresentation are as 
old as commerce itself. One of my associates had made a study,’ more 
or less as an avocation, of incidents of recorded history concerning 
food adulteration and steps taken toward its mitigation. The dietary 
laws originating in antiquity are, of course, a type of regulatory meas- 
ure, Other means of food control are mentioned by ancient scribes, 
notably in recording governmental decrees prescribing punishment 
for those apprehended in commission of antisocial practices. Severity 
of penalties contemplated often suggests extreme aggravation of of 
fenses perpetuated—and perhaps reflect the reaction of thoroughly 
imposed-upon consumers and competitors. 

Toward the end of the Middle Ages, the record gives clear indi 
cation that the food trade itself was assuming initiative in control of 
its fringe members—apparently with the prime objective of sup 
pressing disruptive trade practices rather than in direct concern for 
consumer interest. This trend gained prominence in England as early 
as the twelfth century, with the formation of guilds. Such commercial 
organizations were often accorded functions we now regard as within 
the province of government. One of the earliest and most prosperous 
of the food guilds was that of the “pepperers.” They expanded and, 


in time, took in the grocery trade generally. The British Crown made 


' Hart, 7 Food Drug Coametic Law Jour- 
nal 5 (January, 1952) 
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them custodians of the official weights standards, and appointed official 
weighers from among their membership. Within the guild was estab 


lished the profession of “garbeler,” a tithe which stems from an old 


Arabic word meaning to sift or select. Garbeling was the process 
of detecting and removing impurities and adulterants from spices and 
similar products, and certifying to their commercial purity. In pra 
tical effect, the garbelers were the first public food inspectors ot 


England. 


During these times, history continues to record instances of most 
drastic punishment for food adulteration. On the continent, in 1444, 
an adulterator of saffron was burned at the stake over a fire of his own 
saffron, Since this spice was, and is, relatively expensive, it must 
certainly have been a grossly spurious product that served as fuel 
More significant, though, seems the probability that impetus to such 
severity could hardly have come solely from exasperation of a handful 


of competitors; the fury of an aroused populace is strongly suggested 


There has then long been evidence of alternate yet related motives 
for food regulation—consumer interest on the one hand, and suppres 
sion of demoralizing competition on the other. It seems hardly pos 
sible that these objectives have ever been whoily divorced, even though, 
at different times and in different places, the one may have been vastly 


emphasized in relation to the other 


We can readily recognize these twin motives in the background 
of our own food regulation measures. Pertinent to this point is the 
observation that Harvey W. Wiley, who became known as the “father” 
of our national pure food laws, was, for 23 years prior to their enact 
ment, Chief Chemist for the Department of Agriculture. Even so, 
and contrary to general impressions, he did not himself start the 
movement within the department that culminated in this legislation 
For at least two years prior to his appointment in 18&3, the department 
had been conducting studies on food composition and its adulteration 
Wiley did accelerate the pace of that investigation and he occupied 
an increasing proportion of his staff in its pursuit. The Department 
lent gratifying support to his objectives not only in the investigational 
stage prior to the turn of the century, but also in the six years there 
after that saw the active struggle for etiective national food regulation. 
In view of the basic obligation of the Department to further the in 


terests of agriculture, it seems apparent that many prominent and well 
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informed friends of agriculture must have shared with Wiley the 
expectation of agricultural benefit to accrue from comprehensive food 
control 
First Food Law in United States 

The first food law enacted in this country had been that of the 
State of Massachusetts, in 1784. In the course of the following century 
most of the states had undertaken to regulate the food traffic in some 
respects. With certain noteworthy exceptions, a characteristic of these 
laws was an emphasis on discouragement >of trade practices harmful 
to the general commerce. Consumer interest was not necessarily ig 
nored ; no doubt there was expectation of consumer protection in con 


sequence of regulation of competition. 


Little uniformity existed in provisions of the various state laws 
That fact alone impaired their effectiveness to the point where their 
failure, generally, became conspicuously apparent, and the more pro 
gressive state food law administrators gave increasingly active support 
to the movement for national legislation, as the only hope of rendering 
the regulatory effort effective 


During the some 17 years of study that Wiley and his associates 
devoted to the investigational phase of their campaign, they had before 
them ample evidence of the practical accomplishment, or lack thereof, 
of control measures already in effect. That national legislation would 
go far to correct nonuniformity was evident. Not so apparent was the 
improvement to result from shifting emphasis of the regulatory ap 
proach toward the direction, primarily, of consumer interest. Yet the 
provisions that Wiley and his backers in the Department settled upon, 
and fought to have enacted, were predominantly so characterized 


Emphasis on Consumer Interest Brings Over-All Bene‘its 


\dmittedly, one may not attribute wholly to that approach the 
recognized success of the national pure food laws. But the fact remains 
that emphasis on consumer interest is a salient aspect of a mode of 
regulation that has succeeded—to the benefit of agriculture, the food 


industry and consumer alike—-over a period of almost a half-century 


senefit to agriculture from consumer protection is perhaps not 
demonstrable by direct methods of proof, But it may be shown in the 
same way that the value of insurance is made evident—and my listeners, 
I am sure, are familiar with the way an insurance agent goes about 
that. Just as he points to the consequence of disaster when insurance 
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coverage is lacking, so may the effectiveness of food regulation be 


illustrated by citing consequences of its failures 


Such a failure occurred in the period around 1920, in connection 
with the relatively rare food poisoning known as botulism. This is duc 
to an anaerobic bacterium that develops an exceedingly virulent toxin 
under conditions favorable to its growth—such as those obtaining 
low-acid canned foods that have not been adequately sterilized. I 
August of 1919, near Canton, Ohio, 14 individuals suffered acute 1! 
ness, and seven of them died of botulism, reliably traced to a single 
jar of ripe olives, some of which each victim had consumed.* With: 
the year an outbreak of botulism near Detroit, attributed to the sam 
brand of ripe olives, claimed five more deaths. Nineteen further botulisn 
deaths, in scattered locations, attributable to ripe olives, occurred 


between 1918 and 1921, and an additional eight in 1924 


Botulism Outbreaks—Results of Publicity 


Botulism had by no means been previously unknown, but it had 
occurred relatively more often in connection with home-canned prod 
ucts rather than those commercially produced. Moreover, it had not 
been theretofore attributed to olives, let alone those in the channels 
of trade, as was the case in each of these instances Consequent 
widespread publicity, particularly that attendant on the Ohio and 
Michigan outbreaks of 1919-1920, was highly damaging to all olive 
packers——not only to those who may have been culpable—and almost 
ruined the then-young and expanding California ripe olive industry 
Production dropped 50 per cent within the two years following the 
Ohio incident, After 1924, it dropped off again by more than 40 pet 
cent. I am sure there are those in my audience who remember the 
general aversion of the public for ripe olives, persisting for many 
subsequent years 

Correction of conditions giving rise to these poisonings wa 
fraught with difficulty. Obviously, the process had to be made perfect 
a single ineffectively sterilized can—out of the hundreds of thousand 
packed, even under the diminished rate of production—could Impose 
further irreparable damage on consumer and producer alike 

[I have said that nongovernmental self-regulation by agriculture 


and the food industry 1s to be accorded prominent recopnition for it 


Armstrong, Story and Scott, Public * Meyer and Eddie, 50 Years of Botuliam 
Health Reports, p. 2877, December 19, 1919 in the U. 8. and Canada (George Williams 
(Reprint No. 577, USPHS) Hooper Foundation, July. 1950) 
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contribution to progress in food protection. That recognition is par 
ticularly well merited in this instance. The olive industry, with tech- 
nological support from such organizations as the Hooper Foundation 
and the National Canners Association, cooperating with the California 
State Board of Health and the United States Bureau of Chemistry, 
worked these problems out. Moreover, they did so with a breadth of 
consideration for the technicalities of all canning such as measurably 
to advance development of the system of regulatory control of cannery 
operation that makes the California State Cannery Inspection Service 
today a pattern copied throughout the world. Since 1925 there has not 
been a single outbreak of botulism attributable to domestic olives 
Moreover, there have been but four botulism outbreaks since 1925, 
involving only three deaths, from any of the many domestic com 
mercial products—canned in enormous volume—potentially favorable 
to development of the toxin. I would not wish to appear callous of 
even a single death—-or a single illness—-from food poisoning, but I do 
submit that this country’s record in this respect, for more than a 
quarter-century, is indicative of real progress in food protection 


1951 Outbreak, and Product Recall 


The most recent outbreak of botulism, occurring in 1951, involved 
a dairy product familiar on every grocer’s shelf. Some time prior 
thereto, the Food and Drug Administration had initiated an operating 


procedure that has come to be known as a “recall.” It is a cooperative 


effort by the distributor of an article and all needed agencies of food 


regulation, monitored by the Food and Drug Administration, with the 
objective of removing from availability for consumption all outstand 
ing units of a product that may be imminently dangerous to health 
Full concurrence of the distributor is, of course, prerequisite to practi 
cal invocation of a recall. It has proven so effective, and so mutually 
beneficial to producer and consumer, that we have come to experience 
wholehearted cooperation from distributors in virtually every instance 
we have regarded as meriting a recall. 

That was true in the case of the 1951 incident involving the dairy 
product I speak of. Not only every package of the suspect batch but, 
so far as we know, every unit of this brand of the product, anywhere 
in the country, was withdrawn from the market within a very few 
days. Contrast this with the 1919 outbreak, if you will: At that time 
some of the same brand of olives remained availatle to the consumer 
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for at least the better part of a year, taking five lives more than would 


have been lost had an effective recall been instituted 


Many samples of the dairy product I mention were subsequently 


examined, with the finding of only one .more contaminated package 
Not all, of course, of the many thousands of recalled packages were 
tested; whether there could have existed, among them, further lethal 
units is practicably undeterminable with absolute assurance. But from 
the olive disasters of the twenties, one may realistically speculate what 
might have been the impact, in 1951, on producers of this type of dairy 
proluct, had only a few more toxic packages reached the consumer 
In turn, one may well ponder the consequence to the welfare of the 
dairy segment of agriculture 

These incidents illustrate certain aspects of advance 1} food 
protection, significant to agriculture. Pertinent illustration 
no means as rare as is botulism, nor are all occasions for ¢ 
regulatory measures as acute. Day-to-day food regulation 
colorful but, in the aggregate, far more significant than the spectacular 
examples with which it is possible briefly to deal. It is the routine 
administration of food protection measures that in the long run safe 
guards the confidence of the public in the Nation's food supply, and 
every food producer must acknowledge the incontrovertible fact that 
it is public confidence in his product that is the source of his economic 
welfare. Moreover, in view of the virtually revolutionary change in 
modes of food preparation, packaging and distribution that has o 
curred in even recent years, evident it a growing mult plieity ol 
ready-to-heat and ready-to-serve food products, effective routine of 
food regulation today is quite likely to be the regulatory innovatior 
of only a short time earlier Hen e. there is evidence of progress in 
food protection in the fact that regulatory measures have been abl 
even to maintain a status quo, let alone advance public confidence i 
our food supply. This progress has depended heavily upon the con 
tribution of food chemists, both those of official agencies and those of 
the food industry, in providing reliable methods of food examination 
and analysis for the many new needs associated with these changes 
in character of the food supply 

The early British had an official food chemist of sorts. He wa 
the “ale-taster.”’* He had the obligation, in terms of a fifteenth-century 


law. to “try taste and assize the beer and ale to be put on sale Hy 


* Hart, article cited 
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methods of trying and assizing were liable to be somewhat empirical 
They came to include a test whereby he poured some of the ale on a 
wooden bench and sat on the wet spot in his leather breeches. If his 
posterior stuck to the bench, the sample failed to pass the test. That 
might seem to be going about it backwards, but we now know, of 
course, that adhesive properties of ale are most likely due to unfer 
mented carbohydrate—therefore the test might have validity to expose 
an unsound brew. Our procedures today are substantially more objective 


But they were not very much more effective at the time the 
Department initiated its studies of food adulteration. As is now well 
recognized by those in the profession, analysis was for a long time 
an unduly neglected branch of chemistry, even relegated by many toa 
status beneath the dignity of scientific work. Wiley, in an early 
Department bulletin,” has said of methods of analysis in use in 1880 
that their condition was truly chaotic: “There was no standard of 
comparison or reference, Buyers and sellers were continually wrang 
ling over analyses, which, made by different men following different 


methods, did not agree.” 


First Steps to Adoption of Uniform Methods 


The first steps toward alleviating this condition were taken 
through the initiative of J, T. Henderson, then Commissioner of 
\griculture for the State of Georgia. By his solicitation, a convention 
of agricultural commissioners and chemists assembled, on July 28 
1880, in Library Hall of the old United States Department of Agri 
culture building. Henderson had invited his colleagues to meet for 
the purpose of considering adoption of a uniform system of fertilizer 
analysis, That there was need for concern in this regard is amply 
demonstrated by collaborative results reported on check samples 
distributed during the following year among several of the chemists 
who had attended the convention. Findings in different laboratories 
on the same sample, even when obtained by what was regarded as 
the same method, presented several variations. The collaborating 
chemists were not considered unskilled, by standards of the time; on 
the contrary, they held various positions of responsibility for conduct 
ing analyses in enforcement of state laws and for certifying to the com 


‘United States Department of Agricul- 
ture, Division of Chemistry Bulletin 57 
(1899), p. 16 
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position of common commercial products on that basis. It was cleat 
that the methods they used were unequal to the needs of quantitative 


analysis 


In pursuit of improved methodology and unification of analytical 
practice, they held further conventions, from time to time. It was 
on the occasion of the fifth of these, in Philadelphia in 1884, that the 
Association of Official Agricultural Chemists was formally established, 
with Wiley as its first president. It was dedicated to securing uni 
formity and accuracy in methods and results of analysis. From a 
modest beginning with studies of methods of fertilizer analysts, the 
association expanded its scope of interest to include stock feeds, soils 
caustic and economic poisons, drugs, cosmetics and coal-tar dyes, as 


well as all ty pes of food 


Role of the A. O. A. C. 


One could not, by any means, claim for the A, O. A. C, sole credit 
tor the tremendous advance that analytical chemistry has made since 
1880. Nor would my regulatory colleagues suggest that they alon 
are responsible for the bountiful contribution of the A. ©. A. C. to 
improvement of methods of food analysis. But they do take justifiable 
pride in the fact that it was chemists in a regulatory capacity who 
pioneered in the effort to establish reliable analytical methods, and 
that those responsible in various ways for food protection have consist 
ently sustained and advanced that effort to its now-comparatively 
adequate status. True, this has been of necessity. Technologists in few 
other fields face the obligation of insuring that their daily work meet 
a test so severe as that of cross-examination in a lawsuit. It is no small 
responsibility to render an official analysis in full confidence that it will 
not improperly furnish a basis for condemnation of property, and yet 
will not fail to disclose adulteration hazarding public health or other 
wise imposing on consumer rights. There yet remains much to be 
done, but it seems to me not only significant, but gratifying to agri 
culture and consumer alike, that we are today vastly better equipped 
than formerly and that constant improvement its being accomplished 1n 


our methods for objectively effectuating food protection measures 


Associated with development of analytical methodology has been 


a parallel development in food standardization 
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Identity of Foods—Components and Characteristics 


Foods acquire identity in various ways, but basically the concept 
of identity of a specific food originates in subjective response to its 
form, texture, color, odor and flavor. In the simplest case—that of the 
immediate product of agriculture—the botanical scheme of classifica- 
tion by genus, species, variety, etc. furnishes a ready means of trans- 
lating the subjective concept of its identity in terms of objective 
expression. The identity of a compounded or manufactured food, if 
it has attained a recognized identity, may be partially defined in terms 
of its components, and their proportions. But this often does not 
suffice. As everyone knows, bread, for example, is not fully defined by 
a list of its ingredients ; bread exhibits additional identity characteristics, 
readily perceived but not so readily described. Even so, it is not 
identity, but quality, that normally presents the greater difficulty to 
standardization, for quality usually depends wholly on the product’s 
stimulation of subjective impressions—for which there exists no 
classification scheme handy to objective expression. It is essentially 
for these reasons that food standards are needed—to provide a com 
mon basis of understanding between buyer and seller, to the end that 
the identity and quality of a product in channels of commerce may 
appropriately be related to its sales price 

The primary goal, and the prime difficulty, in developing food 
standards is to translate subjective considerations in terms of objec 
tive reference. It is commonly difficult, if not impossible, to convey 
directly—in words that all will equally understand—those nuances of 
appearance, texture, bouquet and flavor that may contribute to identity, 
and almost always make for quality. Various means have been adopted 
for practical circumvention of these limitations of language. One of 
the happiest of such means is illustrated in the instance of canned 
peas. In developing the federal minimum standard of quality for that 
product, it was recognized that quality of peas is predominantly 
related to their harvest maturity. Hence a measure of pea maturity 
might be expected also to serve as an index of prominent quality 
factors. That has proven to be the case; alcohol-insoluble solids con- 
tent, measuring starchiness, which increases as maturity advances, 


serves reliably to reflect principal facets of canned-pea quality.® Thus, 


a wholly impersonal measure is employed to gauge these highly sub 


jective attributes. 


*Lee, Whitcombe and Hening, 8 Food 
Technology 126 (195A). 
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We have progressed far in standardization of food products, to 
the end of regulating competition in the interest of both producer and 
consumer. In achieving that progress, we have, of necessity, depended 
heavily on subjectivity in framing of standards. It seems evident that 
standards so framed have at least the potentiality to exhibit, in applica 
tion, a tendency toward elasticity. Granted that such rubber yard 
sticks are better than none at all, and that they may practicably serve 
their purpose if used with due recognition of their defect, they are not 
the best to be desired. For the advantage of relative certainty that 
objectivity contributes, the present trend of food standards in that 
direction represents a development as significant as was the initiation 


of the food standardization movement many years ago 


Fostering and Maintaining Public Confidence 


In summary, modern measures of food regulation, on a unified 
national scale, are oriented to emphasize consumer protection. This 
approach, if successful, will obviously serve to foster and maintain 
public confidence in the Nation's food supply, and thereby to sate 
guard agriculture’s market Improvement of regulatory operating 
procedure and progress in development of reliable methods of food 
examination and in formulation of increasingly objective food stand 
ards have been instrumental in maintaining and advancinfk food pro 
tection accomplishment. Gratifying contribution of agriculture and 
the food industry to over-all effectiveness of this effort seems indicative 


of general recognition that, in the long run, interests of consumer and 


producer coincide [The End] 


UNITED STATES PHARMACOPOEIA XV—PUBLICATION 


The latest edition of the United States Pharmacopoeia—the fifteent! 
revision—will be published July 1, 1955. The new standards will become 
effective December 15 of this vear 

In all, there are 838 monographs. Ot these, 242, representing more 
than 100 new drugs, appear tor the first time. Consequently, nearly 30 
per cent of the monograph section ts entirely new, and alone fills a 
much space as was needed in the fourteenth revision for both the mon 
graphs and the section on general tests and assays 

A new section entitled “Category” appears in each monograph t 
indicate the main pharmacologic action or pharmaceutical use of the 
drug or preparation This information ts particularly helpful im cases 
where the United States Pharmacopoeia title is less well known than the 
drug’s trade name Phere are several important changes in titles. Dosage 
information is increased: The monographs provide the range as well 
as the usual dose of the drug Umited States Pharmac poeta News Bulle 


tin, May 17, 1955 











Industry and Government— 








Our Mutual Responsibility 


oe, FISKE, Members of the American Drug Manufa: 


turers Association: 


One of the penalties inflicted upon those who accept a public office 
is the job of making speeches. Even before you take the oath of office, 
you start getting invitations to make addresses at all sorts of out-of 
the-way places. Businessmen, particularly, seem to want to get away 
from it all, and they like to go to a place like Boca Raton, where they 
can get into a different atmosphere, with beautiful surroundings, and 
be as far away from Washington as possible. Then, what do they do? 
They invite a G-man to come and make a two-hour speech! And 
everybody has to come inside and listen. 


I want you to know that this morning you are listening to a 
genuine specimen. Some of you have heard that I was formerly gen 
eral counsel of a big flour-milling company. But now I have this badge, 
and it says “Inspector, Food and Drug Administration, U. S. Depart 
ment of Health, Education, and Welfare,” so the man you are listen 


ing to is Inspector Mintener, FDA. 


I was curious about this custom of putting a government man on 
your convention program, so I took the trouble to look at some of 
your old yearbooks to find out how and when it started. Weil, | 
learned a number of interesting things. (In fact, a whole speech could 
be made about what I found in those old yearbooks.) It is true that 
no government doctor officiated at the birth of the ADMA, but the time 
that your charter members spent on discussions of legislation certainly 
showed there was at least a slight connection between your organiza 
tion and the activities of the government. 


It didn’t take long for the first G-man to show up. At your second 
convention, held in 1913 at the old Waldorf-Astoria in New York, the 
piece de résistance of one of the sessions was none other than Dr, Car! 
L. Alsberg, who had just been appointed to succeed the famous Dr. 
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By BRADSHAW MINTENER 





The Assistant Secretary of Health, Edu 
cation, and Welfare Spoke Before the 
American Drug Manufacturers Associa 
tion at Boca Raton, Florida, on April 14 


Harvey W. Wiley as Chief of the Bureau of Chemistry, Department 
of Agriculture 

Frankness seems to have been the fashion in that day, and D1 
\lsberg had had an unusually frank predecessor, Dr, Alsberg’s man 
ner may have been milder, but he did not pull any punches; he did 


not hesitate to talk about the real problems then confronting the drug 


industry and the government. Heading the list of these was the trafh« 
in narcotics, which the 1906 Federal Food and Drugs Act had failed 


to control. 


Sometimes it seems to me that people were more outspoken tn 
those days, and I wonder if that was not a good thing for our country 
How can progress be made unless we have frank and open discussion 
of our mutual problems, so that all viewpoints are presented If we 
“clam up,” so to speak, and people do not know what we know ort 
think, then we cannot have intelligent, informed public opinion, and 
the democratic process 1S a failure Much of the power ol \merica, 
[ am sure, lies in the freedom of discussion that goes on every day in 


thousands of meetings, such as this, throughout the country 


The yearbooks of the ADMA certainly show how discussion of 
mutual problems has brought industrial and social progress in our 
country. One has only to read an address like Dr. Alsberg’s to see 
the great changes which have taken place—-in the drug industry, in 
the government, and in the whole concept of the relationship between 
government and industry. But that is a subject which will be more 
appropriate for discussion next year, when the fiftieth anniversary of 
the original Food and Drugs Act will be commemorated 
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As businessmen, both you and I have had our differences and 
disagreements with the FDA, but those in industry know—better, 
I think, than any other group—how necessary it is to have such an 
organization, with the facilities and staff necessary to do an adequate 
and proper job of administering and enforcing the food and drug laws 
of this country. 


I do not need to give you a long string of statistics to prove this 
point. There are in this country approximately 96,000 establishments 
factories and warehouses—that ship substantial amounts of foods, 
drugs and cosmetics in interstate commerce. And the Food and Drug 
Administration currently has 213 inspectors to cover all those plants, 
which have an annual volume of over $60 billion, That is about one 
fourth of the expendable family income of all the people in this country. 
It means that each inspector would be responsible for about $300 
million worth of merchandise. 


Last year, about 9,000 plants were inspected by the FDA. At that 
rate it would take approximately 10 years to make one call on each 
plant in the country, Fortunately for the public, however, the great 
majority of business firms do not wait for an inspector to call to make 
them comply with the law. They police themselves, That is just good 
business ; in fact, it is essential to make and sell products that comply 
with the law if you want to keep your customers and stay in business 


But these industries-—-food, drug and cosmetic—are large, and 
they have grown tremendously in the past 15 or 20 years. The Food 
and Drug Administration is trying to keep up with all the changes 
that have taken place in industry with a staff equal in size to the one 
they had in 1940. Of course, FDA practices “spot checking” or “spot 
sampling,” but it is so spotty that it could perhaps invite a breakdown 
of law enforcement. Many people feel, in fact, that we may be spread 
ing the enforcement of our food and drug law entirely too thin. 


Unless there is some obvious breakdown of enforcement—an un 
fortunate accident which dramatizes the lack of protection—it is 
difficult to demonstrate the need for adequate food and drug inspection 
It is like selling insurance to a man who thinks he will never need it. 
Unless something happens to change his mind, he is apt to continue 
thinking he can do without that particular intangible. Answering the 
question “How much food and drug inspection is adequate?” is even 
more difficult, because there is no good way of measuring the need 
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The best information we have to go on is the percentage of the 
samples that the inspectors collect which show a violation of the law 
serious enough to warrant corrective action. For a number of years 
now, the percentage of violative samples to total samples collected 
has been running in the neighborhood of 20 per cent. This high ratio 
is due in part to the fact that inspection is selective; the inspectors 
naturally are going where they suspect that violations may occur 
jut the constancy of this ratio does indicate that FDA inspectors 
could collect many more samples without much change in the pet 
centage. In other words, the point of diminishing returns would not 
be reached even though the number of samples was increased several 
times. Putting this another way, we think that there must be a lot 


of violations, perhaps serious ones, that are not being detected 


Right there you run into another difficult problem. How much of 
an expansion in the Inspection process Is needed? How many in 
spectors should there be to do an adequate, yet reasonable, job of 
inspection? How many chemists would be needed to analyze the 
samples that the inspectors collect’ This is further complicated by 
the fact that different products present different problems, requiring 


varying kinds and degrees of regulation 


Realizing the great need of some kind of yardstick to measure 
the adequacy of food, drug and cosmetic law enforcement, the Secre 
tary of Health, Education, and Welfare, Mrs. Hobby, requested a 
special appropriation from the Eighty-third Congress to establish 
a citizens’ committee to make a careful study of the problem. This 
committee of 14 distinguished citizens held its organization meeting on 
February 3, 1955, and has since been conducting an intensive investi 
gation. It is one of the most thorough inquiries into the problems 
and policies of FDA that has ever been made. The committee includes 
six members who are connected with the regulated industries and 
who have expert knowledge of those industries. Many of you know 
personally, for example, Charles Wesley Dunn, Robert A. Hardt and 
Walter Silbersack. The eight other members are connected with 
organizations which are broadly representative of consumer \ll are 
serving as public-minded citizens, not as representatives of special 
groups or industries 

The committee has obtained a great deal of information covering 


every aspect of FDA operations. Much of the work of compiling and 


studying this information has already been done 
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Some people have asked me what we are going to do with this 
report after we get it. First of all, it is a report for the information and 
guidance of the Secretary of Health, Education, and Welfare. Second, 
we intend to distribute the report, and we hope it will be studied 
widely and carefully so that it will contribute to a better understand 
ing of the government's responsibility for protecting the integrity of 
foods and drugs. 

The committee is devoting its attention, of course, to the long 
range problems of food, drug and cosmetic law enforcement. Mean 
while, FDA is receiving strong support from both Congress and the 
Eisenhower Administration. 


Need for Larger Appropriation Recognized 


The President, in his message to Congress on the state of the 
Union, called for “better consumer protection under our existing pure 
food and drug laws.” In his budget message he asked for “strength 
ened enforcement of the food and drug laws” and in his health mes 
sage he called for strengthening the FDA and other health agencies 
The Department requested, and the Bureau of the Budget approved, a 
$384,000 increase in the FDA appropriation for the next fiscal year, star 
ing July 1, 1955. The House adopted this recommendation by appropri 
ating a total of $5,484,000. This amounts to an increase of 7'4 per cent 

Many of you have read with interest the report and recommenda 
tions of the Hoover Commission on the federal medical services, That 
report includes a finding that FDA lacks enough staff to perform its 
proper functions. In documenting this finding, the Hoover Commis 
sion report said: 


Lack of staff prevents Food and Drug Administration inspectors from visit 
ing each year more than a very small percentage of the 96,000 domestic establish 
ments that manufacture, store, or distribute substantial quantities of products 
subject to the Food, Drug and Cosmetic Act 

In recent years Congress has reduced its appropriations to the Food and 
Drug Administration; the agency has employed a decreasing number of persons 
and inspected steadily fewer plants and establishments 

An indication of the importance of inspection of such places is provided by 
the fact that of total official domestic samples collected by the Food and Drug 
Administration in fiscal year 1954, almost 1 out of 5 violated the law enough to 
require court action 

Staff reductions have occurred at the same time that both new legislation 
and economic and technological changes have enormously broadened the fun 
tions of the Food and Drug Administration 


I should like to mention one aspect of this situation which is seri 
ous. All of us know what happens to any business or organization if 
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years and years go by without a regular influx of new people. You have 
an organization that is dying on the vine—with a shortage of experienced 


younger people who can be promoted into the executive positions 


The Food and Drug Administration is by its nature a scientific 
institution. Every inspector or chemist it hires today must be a college 
graduate, and college graduates are hard to find at the entrance sal 
aries which are now being paid by the government. Right now the 
FDA has openings which are not being filled because of inability to 


get scientifically trained men at current starting salaries 


However, we are hopeful that some adjustment may soon be made 
in the starting salaries paid by FDA to these hard-to-recruit tech 
nically trained college graduates. We are consulting with the Civil 
Service Commission, which sets the policy on such matters. In this 
connection, | know that a young man or woman who is qualified and 
wants an interesting career of public service can certainly find it in 
the FDA. He can get invaluable experience and go places, provided 
of course, he is willing to start at the bottom 


Strong Emphasis on Educational Methods 


The Hoover Commission also called attention to the desirability 
of increased use of educational methods by FDA to promote compli 
ance with the law. The report pointed out 


Few manufacturers will knowimegly violate Federal laws. Greater knowledge 
of what is legally required will appreciably reduce the misunderstandings 
Programs designed to disseminate more information about food and drug laws, 
and to indicate the willingness of the Government to assist manufacturers by 
advising them concerning legal requirements can achieve beneficial results 

With all of that I heartily agree-—-as does FDA itself, I should 
like to emphasize, in case this point is misunderstood in any quarter, 
that FDA does use educational methods and does not concentrate 
exclusively on punitive methods. My experiences with FDA, which 
date back many years, have convinced me that it 1s not prosecution- of 
punitive-minded, The Food and Drug Administration carries on much 
more educational work than is generally credited to it. It may be that 
not enough is done to publicize some of the requirements of the law 
or some of the recommendations which are given to firms seeking 
advice. If so, that should be corrected 

The Hoover Commission also said that its task force had found 
that FDA is carrying on activities which are no longer necessary and 


that approximately $1 million per year could be saved by eliminating 
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them. Although the report of the commission did not state the nature 
of these activities, the Hoover task force made one specific recom 
mendation, namely, that the testing and certification of antibiotic 
drugs and coal-tar colors should be discontinued. Since these activities 
are supported by fees paid by the manufacturers, the saving, of course, 
would be to them, It would not be a saving which could be applied 
to strengthen other activities of FDA, nor could the personnel be 
transferred to other work unless appropriated funds were made avail 
able for such work, 


I want to spell this out because I have received some communica 


tions from industry which indicate that there is some misunderstand 
ing about the certification funds. It is not true that FDA must rely 
upon the certification funds for general enforcement purposes or for 
any purposes except activities connected with certifying the safety 


and efficacy of these antibiotic drugs. It is not true that the actual 
cost of certification is substantially less than the fees collected. The 
fees are, in fact, adjusted to cover the costs of the certification service 
That is about $750,000 per year, or about 7/100 of one cent per dose 
of the drugs which are currently being certified. 

Now, there is a connection or relation between the certification 
service and FDA's other responsibilities for the inspection of drugs 
The production of antibiotics has grown to the stature of a new drug 
industry. It now accounts dollarwise for approximately one half of 
all the prescriptions written in this country. Antibiotics—used to a 
great extent to treat or prevent serious illness——are of critical im 
portance to health. 

If these drugs were no longer certified, FDA would then have 
this large and important segment of the drug industry added to its 
general workload without the funds to pay for this additional work. 
In view of the importance of antibiotics, this would mean that FDA 
would have to discontinue other work, such as checking on sanitation 
in food plants, in order to carry on some kind of effort to assure the 
safety and efficacy of antibiotics. The net effect would be less protection 
for the consumer not only on antibiotics, but on foods and other products 

\ number of the producers of antibiotics are opposed to the cer 
tification of these drugs. They say that they have now learned how 
to make antibiotics which meet the specifications in all respects, and 
that it is no longer necessary for antibiotics to be certified to protect 
the public, They feel it is a discrimination to pay for certifying anti 
biotics when other drugs are not controlled in this manner. Some are 
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opposed in principle; they say that the drug manufacturer should take 
all the responsibility, with the government playing only the role of a 


policeman 


I think there is no disagreement that certification is the most 
effective of the different methods of drug regulation. Every batch ts 
tested before release for shipment, and thus the government guaran 
tees to the physician that the drug he uses was fully potent and free 
from adulteration when it left the factory. This is an important 
assurance for the manufacturer, as well as for the physician and his 
patient, and there are many drug firms which are definitely in favor of 


having it continued 


Certification is a “preventive” type of regulation. It is an arrange 
ment which is cooperative and educational—tather than punitive—in 
nature. When a defective batch is tested and rejected by FIA, a viola 
tion is prevented from happening. Several hundred or, perhaps 
several thousand patients are also prevented from receiving a detective 
drug. On the other hand, in the case of drugs which are not certified 
FDA inspectors usually can discover a violation only after the damage 
has been done, when they get a complaint that is traceable to the 
drug or if they routinely pick up a sample that is defective, The odds 
against either of these happenings are great, and in these circum 


stances a recall program is usually necessary 


Certification does not eliminate all risk in the production and use 
of antibiotics. Research and controls can never be a complete sub 
stitute for experience, and there have been instances where untoreseen 
developments required changes in the directions for using these drugs 


But certification does help to reduce the risk factor to a minimum 


The Hoover task force report suggested that antibiotics could be 
controlled under the new-drug section of the Federal Food, Drug, and 
Cosmetic Act. It is true that new antibiotics have been marketed 
under the new-drug regulations, but certified antibiotics are specifically 
exempted by the law from all provisions of Section 505, the new-drug 


section, and it 1s our view that when decertified they are still exempt 


To certify or not to certify is one of the most complex questions 


| have ever run into, The record of the discussion between FIDA and 
your industry shows how many angles it has. The law does not define 
the kind of drugs which need the double check of certification. It 
merely singles out some of the antibiotics which must be certified 


and provides that the secretary shall exempt these antibiotics from 
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certification when it is no longer necessary in order to insure safety 
and efficacy of use. Specific criteria are not spelled out in the law for 
such exemptions, but they can be broadly stated. The Secretary must 
reach a decision not only on the basis of the competency of the manu 
facturers, but also on these factors as well: (1) the toxicity of the 
drug involved, (2) the extent of its use in serious and crippling dis 
eases, (3) the adequacy of controls to prevent improper labeling and 
use when the drug is decertified, (4) the fact that antibiotic drug 

in general, are the product of living micro-organisms and subject, 
therefore, to the unpredictable variations that are inherent in fermen 
tation processes, and (5) the need for constant check on assay tech 


niques because they are, in the main, biological procedures 


These criteria measure the importance of the drug to the publi 
health, and enable us to determine whether we will continue to obtain 


proper consumer protec tion 


Fifteen different antibiotic drugs or groups of drugs have been 
exempted from certification under such criteria. Others can, no 
doubt, be added to the exempt list. Action along this line has been 
delayed and is overdue. Some of the delay has been caused by lack 
of agreement on criteria for decertifying. I am sure the process of 
exemption can be hastened by setting up the criteria for exemption 
in a definite form, so that the action required by the law will be taken 
promptly when there is a showing that the requirements for exemption 
have been met. This is, | understand, in line with the most recent 


recommendations which we have received from your association 


If | could choose one idea which you might remember when this 


speech is forgotten, | would say merely this: Let us put aside our 


personal interests in these matters and give proper consideration to the 


public interest. Let us try to view these questions broadly, as public 
minded citizens, Let us remember the government's responsibilities 
in regard to foods, as well as drugs and cosmetics. With an unselfish, 
statesmanlike approach, there are no problems which we cannot 


solve t« wether 


We, as businessmen, as government people and as citizens, owe 
it to our country and ourselves to see that these problems are solved 
in the American way for the good of everyone. That, it seems to me, 
is the mutual responsibility of industry and government working 
toward the same goal—to maintain and improve the high quality and 
efficacy of our American drug supply |The End] 
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